


There’s an entire world of reliable research-based scien-
tific information about preventing illness and treating 

disease with safe natural substances—vitamins, miner-
als, botanicals, and other things—that’s being deliberately 
hidden from you! If you prefer patent medicines (“pharma-
ceuticals”), you are also being deliberately prevented from 
accessing them at the very best prices. No, I’m not kidding 
or exaggerating at all. If all of this information were made 
freely available, and barriers to access were eliminated, the 
cost of healthcare would drop dramatically within just a 
few years, and both as individuals and a nation, we’d be 
much healthier with much less expense.

Bill Faloon’s Pharmocracy details exactly why this enor-
mous amount of information is being withheld, and 
describes precisely how it is being done, despite our Con-
stitutional guarantee of freedom of speech and freedom of 
the press. He writes about the “barriers to access” to less 
expensive patent medicines (“pharmaceuticals”). Please 
read this book if you want to know why—despite miracle 
surgeries and diagnostic techniques—American healthcare 
is much more costly and less effective than it could be if we 
truly had freedom of choice, freedom of information and 
freedom of access here in these United States of America.

Pharmocracy doesn’t just detail these problems, it gives 
us the solutions. If you want access to this vast amount 
of reliable information and less expensive treatments that 
will help you and your family stay as healthy as you can 
as long as you can, please read this book and take action! 
Together we can get it done. 

—Jonathan V. Wright, MD
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Preface

Healthcare is bankrupting the United States. Medical 
costs have escalated to a level that individuals, busi-
nesses, and debt-laden governments can no longer 

afford to pay for it.
There is a real-world solution.
Congress can create new legislation that will allow free-

market forces to drive down sick care costs, better enable 
disease prevention, and rapidly perfect curative therapies. 

This book provides factual documentation on just how 
broken the US healthcare system is today. It is over 300 
pages long because there are at least that many reasons 
why healthcare costs far more than it should.

Until now, no one has identified and amalgamated the 
plethora of illogical regulations that directly cause health-
care to be so overpriced.

While this book attacks FDA corruption and inepti-
tude, Congress is the body of government that provides 
the FDA with enabling laws that ultimately result in need-
less suffering and death—while the nation descends into 
financial ruination.
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Implementing free-market approaches can spare Medi-
care and Medicaid from insolvency, while significantly 
improving the health and productivity of the American 
public.

Pharmocracy provides an irrefutable and rational basis 
to remove the suffocating compulsory aspect of healthcare 
regulation and allow free-market forces to compete against 
government-sanctioned medicine.

This book documents how the free market can provide 
superior healthcare at far lower prices while better pro-
tecting consumers.

I fear that disregard of the obvious problems revealed 
in this book will condemn the United States to a down-
ward economic spiral with little improvement in human 
longevity.
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introduction

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 
the healthcare coverage they used to provide.1, 2 Employees 
now pay an increasing percentage of their medical insur-
ance premiums, along with higher deductibles, co-pays, 
and no-pays (i.e., exclusions). Many businesses provide 
their employees with no health coverage.

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

It seems rather odd, but since neither the private busi-
ness sector 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 local, state, and fed-
eral governments.

Even those covered by government insurance (such 
as retired veterans, municipal employees, and Medicare 
recipients) are facing higher medical insurance premiums.

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 healthcare costs.
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To put Medicare alone into context, the unfunded liability 
is now $24.6 trillion.3 Yet total federal tax revenue taken in 
annually (which includes Medicare premiums) is only around 
$2 trillion.4, 5 As our president stated in 2010, we are approach-
ing a point where government will have to spend more money 
on Medicare than on every other federal program combined!6, 7

This does not count the escalating costs of Medicaid (sick-
care coverage for the poor) that are shared by federal and 
state governments. Medicaid is funded with current tax rev-
enue and newly issued debt, but its spiraling growth has cre-
ated a new multi-trillion dollar unfunded liability, and no 
one knows where the money will come from to pay it.8

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

While Madoff will spend the rest of his life incarcer-
ated, no one talks about bringing civil or criminal charges 
against those responsible for the largest Ponzi scheme in 
the history of the human race: Medicare, with its $24.6 tril-
lion of unfunded liabilities.

Like the federal government, many local and state gov-
ernments have also operated a Ponzi scheme of unfunded 
pension and healthcare liabilities they cannot pay. 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 over who should 
pay America’s medical bills, please remember that there is 
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a real-world solution. Healthcare in the United States is 
so tightly regulated that it in many ways resembles the 
inefficiencies of Maoist China, where the economy suffo-
cated for decades from erratic and illogical governmental 
decrees. As China lifted its regulatory stranglehold, pros-
perity flourished. It’s time for US leaders to follow China’s 
example and stop over-regulating medicine!

EvEn thE Author WAs shoCkED

The non-profit Life Extension Foundation® has sounded 
the alarm bells since the early 1980s about the healthcare 
cost crisis we now face. We said that unless the shackles of 
regulation are removed, this nation would face inevitable 
economic insolvency, with little in the way of cures being 
found for age-related diseases.

I have written dozens of articles and made hundreds of 
media appearances attacking today’s broken healthcare 
system. I was not aware until recently, however, of how 
much my own health insurance premiums had gone up, 
since I was covered under a group plan.

For my wife, two children, and me, the Life Extension® 
organization I co-founded is paying a staggering $17,000 
every 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 the Life Extension Foundation® is the 
most efficiently run organization in the world, as we have 
gone to great strides to ensure our perpetual existence. Life 
Extension® can at the moment afford these outrageous 
health insurance premiums for our dedicated employ-
ees. But I know many businesses and individuals cannot, 
and certainly the government cannot, since it is unable to 
afford what it is already on the hook for.
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WE hAvE BEEn DECEivED By Big PhArmA

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 outlandish prices for prescription 
drugs believing that pharmaceutical profits would fund 
research leading to medical breakthroughs. The problem 
is that real-world discoveries have not manifested them-
selves. One can point to some treatments that prolong 
patient survival, but these are offset by lethal side effects 
inflicted by fraudulently approved therapies.9–11 The fact 
is that few real cures have occurred, despite Americans 
spending more healthcare dollars than anyone else.

Examples of cures are antibiotics and vaccines that erad-
icated diseases. These were developed long before today’s 
regulatory stranglehold ended these kinds of breakthrough 
innovations.

Unregulated medicine has made considerable strides, 
but the majority of the population does not know about 
these approaches, and vested financial interests have spent 
billions to ensure that the media, politicians, and bureau-
crats continue suppressing them.

Americans have been deceived by those who associate 
regulations with beneficial outcomes. As it relates to medi-
cal progress, the opposite has occurred.12

Few understand that the underlying purpose of any given 
regulation is to provide a government-protected advantage 
to the group favoring that regulation. It’s not about how a 
regulation will protect the public, but instead a matter of 
“how can it financially benefit a special interest.”13

An oft-cited example is a petition the drug maker Wyeth 
filed with the FDA asking that a natural human form of 



5introduction •

estrogen called estriol be banned.14 The female hormone 
drugs Wyeth is selling (Premarin® and PremPro®) had 
been shown to inflict all kinds of lethal side effects.15–24 
Instead of spending money on research to come up with 
safer forms of estrogen (such as combining natural estro-
gens with indole-3-carbinol),25–31 it was much cheaper to 
persuade political hacks at the FDA to outlaw the competi-
tion (i.e., bioidentical estriol hormone compounds).32

Pharmaceutical companies have spent enormous 
amounts of money persuading the FDA to reclassify nutri-
ents like pyridoxamine into prescription drugs so they can 
monopolize them for their own economic benefit.33 If it 
were not for aggressive letter-writing campaigns by con-
sumers to Congress, all dietary supplements would be 
expensive prescription drugs by now.

FDA—FAiLurE, DECEPtion, ABusE

In 2010, we released a 498-page book called FDA: Failure, 
Deception, Abuse, which exposed how over-regulation has 
destroyed citizens’ health and this nation’s finances. This 
book, Pharmocracy, provides startling updates to a medi-
cal crisis that is exploding out of control.

The magnitude of the artificially inflated costs are beyond 
obscene. For example, an increasingly popular prescription 
drug in the United States is a testosterone ointment called 
AndroGel®. Last time we checked, pharmacy chains sell a 
one-month supply for $348. Many men who try it will con-
tinue to use it each month for the rest of their lives.

The cost of the active ingredient in AndroGel® is around 
$4.00. It costs a few more dollars to put it into ointment 
form under good manufacturing practices. So for less than 
$15.00 retail, consumers could purchase this same amount 
of testosterone—if it were not for FDA over-regulation.



Pharmocracy6 •

Even though transdermal testosterone delivery technol-
ogy has been around for decades, and the patent for bioi-
dentical testosterone expired forever ago, the FDA only 
allows a chosen few pharmaceutical companies to sell it. 
When a compounding pharmacy tries to develop more effi-
cient ways of making testosterone creams, FDA inspectors 
use existing regulations to stop them. These regulations 
mandate that individually compounded drugs be made 
from scratch. If a pharmacy tries to produce larger quan-
tities in bulk, it is no longer classified as “compounded” 
according to FDA regulations and therefore illegal.34

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 have to fork 
over $25 to $50 co-pay each month, while your insur-
ance 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 AndroGel®. If you are not indigent and 
have no insurance, then you are stuck with the entire tab. 
Whether you are a taxpayer, co-payer, or out-of-pocket 
payer, your finances are being eaten away by these absurd 
regulations. Is it any wonder why medical insurance pre-
miums are increasing so sharply?

Now imagine someone in Congress introducing a bill 
repealing this kind of FDA-protected monopoly. The 
pharmaceutical industry would spend whatever amount 
of money it would take to keep this law from being 
enacted, and would heavily finance whoever ran against 
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this member of Congress in the next election. In other 
words, it would be political suicide to attempt to allow 
unregulated drugs to be sold, even though deregulation 
would go a long way to solving today’s healthcare cost cri-
sis. That’s why consumers have to band together to 
demand Congress ignore pharmaceutical lobbyists and 
introduce emergency legislation that repeals the absurd 
over-regulation of medicine that exists today.

The title of this book is Pharmocracy, but I contemplated 
the original title as Regulation Breeds Corruption. The reason 
I considered that title is that egregious pharmaceutical com-
pany profits are protected by regulations, and these vested 
interests will go to any corrupt length to ensure these regu-
lations are perpetuated, no matter how inane they are.35,36

The word “corruption” is often interpreted as meaning 
something illegal. The word corruption, however, can be 
defined as immoral behavior, an example of which is the 
exploitation of a position of power for personal gain. When 
it comes to campaign contributions, lobbying, and offering 
congressional staff generous employment after they retire, 
these are not overtly illegal acts.37 They routinely happen, 
which means this kind of devastating corruption has been 
institutionalized.

hoW rEguLAtED Costs ADD uP

Institutionalized corruption artificially inflates the cost of 
virtually every healthcare service.

Going back to the AndroGel® example, we estimate that 
more than 80 million American men could benefit by restor-
ing their testosterone levels to youthful ranges.38 If these 
men are forced to use only FDA-approved testosterone 
drugs, the excess cost to the United States will be $319 bil-
lion each year for this one drug.
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As recently as a few years ago, when the entire federal 
deficit reached $300 billion, the public and some politicians 
complained. Yet the overpayment Americans are stuck with 
for this one class of drug (AndroGel® and others) because 
of FDA over-regulation may exceed previous federal deficits 
unless the law is amended.

When one considers there are thousands of medical-
related products and services that are artificially inflated 
by senseless regulations, it becomes clear that radical 
change is required to avoid an economic meltdown.

EvEn ComPounDED tEstostEronE Costs too muCh

As stated earlier, FDA regulations prohibit compounding 
pharmacies from making production-scale batches of pop-
ular drugs. Each compounded drug must be individually 
formulated by a licensed pharmacist. The result is the labor 
involved in making a compounded drug costs more than 
the active ingredient itself.

But there are additional regulations that result in even 
greater costs. Consumers require a prescription to buy 
compounded testosterone, just like they do FDA-approved 
testosterone. While competent physician supervision can 
enhance the safety and efficacy of a testosterone replace-
ment program, the frank reality is that the majority of 
prescriptions for drugs like AndroGel® are prescribed by 
physicians who know very little about how to optimally 
manage hormone replacement in men. For instance, 
estrogen levels are seldom monitored in order to pro-
tect against estrogen overload, which can occur when too 
much testosterone converts (aromatizes) into estrogen in 
an aging man’s body.39,40

An advantage of compounded testosterone is that a phy-
sician who knows how to write a prescription for it will 
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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 gov-
ernmental over-regulation.

In dealing with runaway healthcare costs, a solution is to 
make drugs like testosterone available to men over age 40 
without the necessity of a doctor’s visit. There have been 
companies that have physicians review blood tests over 
the phone and prescribe testosterone, but the FDA and 
state licensing boards have shut many of them down.41

Corrupt regulations ensure that efficiencies that would 
slash healthcare costs (at the expense of extortionist phar-
maceutical profits) never see the light of day.

simPLE soLution to AvErt EConomiC ruinAtion

The Life Extension Foundation® initiated a petition 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 enlightened Life Extension Foundation® 
members petitioned the FDA demanding liberation from 
its regulatory stranglehold. The public, Congress, and the 
media were apathetic at that time.

The FDA was far from lethargic. They responded to our 
petition in a way that resembled an angry hornet’s nest 
when disturbed (or how some dictators respond to street 
protestors). The notion that we dared challenge the FDA’s 
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absolute authority resulted in years of legal battles where 
the FDA did everything in its power to try to destroy the 
Life Extension Foundation® (and put me in jail).42

Fast-forward to today. The political climate has changed. 
The healthcare cost crisis we long ago predicted has evolved 
into a harsh reality no one can ignore. It is mathematically 
impossible to solve it by forcing one group to pay regulated 
medicine’s corrupt inflated costs. The only salvation is the 
free-market reforms that the Life Extension Foundation® 
long ago drafted.

Our proposal is quite simple. Change the laws to allow 
good manufacturing practice (GMP)-certified manufactur-
ing facilities to produce generic prescription drugs that do 
not undergo the excessive regulatory hurdles that force 
consumers to pay egregiously inflated prices.

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

This is not an FDA-approved manufactured generic 
drug and may be ineffective and potentially dan-
gerous. 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 generics, consumers 
will have a choice as to which companies they choose to trust.

Equally important among our proposals is one that 
allows consumers to be told about the off-label benefits of 
prescription drugs. An example is the extensive body of 
evidence that metformin may help prevent—not simply 
treat—type 2 diabetes,43,44 and that metformin may also 
prevent and help treat certain cancers.45–56
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A concern critics raise about this free-market solution 
is safety. Who will protect consumers from poorly made 
generic drugs, they ask?

First of all, the manufacturers of these drugs would be 
subject to the same regulation as GMP-certified dietary 
supplement makers. FDA inspectors will visit facilities, take 
sample products, and assay them to ensure the potency of 
active ingredients, dissolution, etc. Laboratories that fail 
to make products which meet the label’s claims would face 
civil and criminal penalties from the government.

Secondly, there is no incentive not to provide the full 
potency of active ingredients in these less-regulated 
generic drugs. The price of the active ingredient makes up 
such a small percentage of the overall cost that a manufac-
turer would be idiotic to scrimp on potency.57

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

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

Substandard companies would not only be castigated in 
the public’s eye, but face civil litigation from customers 
who bought the defective generics. When one considers 
that GMP-certified manufacturing plants can cost hun-
dreds of millions of dollars to set up, a company would 
guarantee itself future insolvency if it failed to produce 
generic drugs that met minimum standards.
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PhArmACEutiCAL ComPAny ProPAgAnDA

No matter how many facts show that free-market generic 
drugs will be safe, there are alarmists who believe that 
even if one person might suffer a serious adverse event 
because of a lower-cost generic drug, 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 counterfeiting is a major 
issue today.58 Drugs are counterfeited because they are so 
expensive. Yet in the free-market environment we espouse, 
a month’s supply of a popular cholesterol-lowering drug like 
simvastatin would sell for less than $3.00. It is difficult to 
imagine anyone profiting by counterfeiting it. So amend-
ing the law to enable these super-low-cost drugs to be sold 
might reduce the counterfeiting that exists right now.

Another reason these less-regulated generics will do 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 destitute 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 out of pocket.

As this Book WAs BEing FinALizED . . .

Each chapter in Pharmocracy will enlighten you to a new 
atrocity committed against our health and wealth by 
today’s corrupt regulatory environment.

As this book was being finalized, news broke that the 
FDA had granted an exclusive monopoly to a company to 
sell a non-patented progesterone drug that prevents pre-
mature births.59



13introduction •

Healthy women naturally secrete huge amounts of pro-
gesterone during pregnancy, which helps maintain their 
uterine lining. To protect against premature births and 
miscarriages in women who don’t secrete enough proges-
terone, doctors have for decades prescribed progesterone 
medications that were made by state-licensed compound-
ing pharmacies. The cost per injection was around $20.

By granting orphan drug status to one company (KV Phar-
maceutical), FDA rules banned all other forms of proges-
terone for this indication. The immediate impact was that 
the cost per injection of this progesterone drug was set to 
skyrocket to $1,500—or as much as $30,000 for a full-term 
pregnancy.60

An uprising over this price gouging forced FDA to back 
down and state it “does not intend to take enforcement 
action against pharmacies that compound hydroxyproges-
terone caproate.”61

What the FDA is saying is that while it has the discre-
tion to arrest compounding pharmacists for making this 
drug, it does not “intend to” do so. After FDA made this 
announcement, KV Pharmaceutical reduced the price to 
$690 per injection62—which is still more than 34 times its 
previous free-market price.

It is unclear how private insurance and Medicaid will deter-
mine whether to pay $690 per injection for the version the 
FDA rules state is the only one that can be legally sold, or con-
tinue paying for the much lower-cost compounded version.

Women who are denied access to this drug because of 
this regulatory quagmire face increased risks they will 
deliver pre-term babies. In these cases, the costs for inten-
sive neonatal care can run into the hundreds of thousands 
of dollars per prematurely born baby, a price often borne 
by Medicaid or private insurance.
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No country on earth can afford this kind of institution-
alized corruption in which the chosen few pharmaceutical 
companies favored by the FDA reap extortionist profits as 
the nation collapses into a financial abyss.

This rare instance in which public backlash forced the 
FDA to back away from protecting a drug company’s 
obscene profit reveals that citizens have the power to save 
this country from financial Armageddon.

Fight BACk AgAinst this institutionAL 
CorruPtion

The United States of America faces a healthcare cost crisis 
that will render Medicare, Medicaid, and many private insur-
ance plans insolvent. The shocking details about this coun-
try’s inability to fund medical costs are no longer confined to 
the pages of Life Extension Magazine®. You are reading about 
them virtually every day in the mainstream media.63, 64

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 engage in physical combat to save this 
country from the institutionalized inefficiencies and cor-
ruption that plague today’s disease care system. All you 
have to do is type www.lef.org/lac into your computer’s 
web browser, and you can easily send a copy of these intro-
ductory chapters and a special letter to your representative 
and two senators.

It is that simple to take affirmative action to help save 
our country from the insolvency so many other countries 
chronically suffer with.

I sincerely hope that after reading this book, not one 
reader will fail to email his or her congressional represen-
tative and senators at www.lef.org/lac.
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We must unite and demand that Congress tear down the 
barriers of medical over-regulation that are destroying this 
nation’s financial future. 

Update

In 2009, Medicare’s unfunded liability was pegged at $37 
trillion.65 What that means is that for the government to 
meet its future obligations, it should have had $37 trillion 
in a trust fund earning interest. But politicians constantly 
manipulate the numbers. The latest report3 stated that the 
Medicare unfunded liability was $24.6 trillion. The reason 
for these wild fluctuations is that in any given year, govern-
ment officials can create “assumptions” out of thin air, like 
assuming doctors will take 21% pay cuts. Congress has not 
enacted these mandatory pay cuts, but bureaucrats some-
times pretend they have so that Medicare’s true unfunded 
liability is understated. Despite these accounting gim-
micks, the government’s most recent report released in 
2011 states that Medicare’s hospital fund will go bankrupt 
in 2024, which is five years sooner than Medicare’s trust-
ees estimated the prior year. Be it $24 trillion or $37 tril-
lion, the government does not have the money to pay for 
its Medicare obligations. Nor does it have the money to 
cover its unfunded liabilities for Medicaid, veterans, or 
federal employee health plans—nor the trillions of addi-
tional sick-care dollars it is on the hook for.  
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Preamble

hoW PhArmACEutiCAL intErEsts mAniPuLAtE 
CongrEss into BAnkruPting  
our hEALthCArE systEm

Before reading the revealing chapters in Pharmocracy, it 
is critical to understand the magnitude of control that 
pharmaceutical and other special interests exert in 

Washington. The tragic result is that corrupt legislation is 
enacted that garners outlandish profits to those with politi-
cal connections, while driving up healthcare costs to levels 
that are unaffordable by governmental and private entities. 

The Medicare Prescription Drug Act is an egregious 
example of how Congress can be corrupted into passing 
laws that pour hundreds of billions of dollars in profits 
into Big Pharma, while hastening the financial collapse of 
our healthcare system.

For years, Life Extension® fought a brutal battle in an 
attempt to prevent the Medicare Prescription Drug Act 
from passing in Congress. This 1,000-page bill, written by 
pharmaceutical lobbyists, provided $395 billion of taxpayer 
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subsidies over a ten-year period for the purchase of pre-
scription drugs at full retail prices.1

Just imagine you owned a business (like a pharmaceutical 
company) in which you sold a product for $100 that cost you 
only $5 to make. You are protected against competition by 
federal agencies that destroy those who make less expensive 
options (like alternative therapies) available. Your only prob-
lem is that consumers cannot afford your overpriced product.

Most industries respond to these kinds of issues by initi-
ating more efficient business practices and cutting prices. 
What if, instead of lowering prices, you influenced the fed-
eral government to use tax dollars to buy your overpriced 
product? That’s exactly what the pharmaceutical industry 
accomplished when they snuck through the Medicare Pre-
scription Drug Act, with more drug lobbyists in the halls of 
Congress that night than elected officials.2

Here is an excerpt from what was reported by CBS News’s 
60 Minutes about this bill:

If you have ever wondered why the costs of pre-
scription drugs in the United States are the 
highest in the world or why it’s illegal to import 
cheaper drugs from Canada or Mexico, you need 
look no further than the pharmaceutical lobby 
and its influence in Washington, DC. According 
to a new report by the Center for Public Integ-
rity, congressmen are outnumbered two to one 
by lobbyists for an industry that spends roughly 
a $100 million a year in campaign contributions 
and lobbying expenses to protect its profits.3

Enacted in 2003, the Medicare Prescription Drug Act 
prohibits Medicare from using its enormous purchasing 
power to negotiate lower prices.4 This means taxpayers 
are stuck with the tab of paying around 60% more than 
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government agencies, like the Veteran’s Administration, 
which are allowed to negotiate drug price discounts.5

hoW thE Drug LoBBy Works

The full name of this corruptly passed legislation is the 
Medicare Prescription Drug, Improvement, and Modern-
ization Act.

The insidious way this law was passed provides an intrigu-
ing window into how pharmaceutical influence causes 
Americans to overpay for prescription drugs and then 
plunders tax dollars to subsidize some of those who can-
not afford the artificially inflated prices.

The Medicare Prescription Drug Act was passed at 3:00 
am, long after most people in Washington had gone to sleep. 
Most members of Congress initially refused to vote for the 
bill, arguing it was too expensive and provided a windfall to 
the drug companies. The drug lobbyists went into overdrive, 
going as far as to threaten to support opposing candidates 
in future elections if certain members of Congress did not 
vote for the bill.1, 3, 6

Despite there being no surplus federal revenue available 
to fund the Medicare Prescription Drug Act, pharmaceuti-
cal lobbying prevailed over ethical consciousness as Con-
gress narrowly enacted this bill.

To add insult to injury, within two weeks of the bill’s pas-
sage, Medicare released data showing the true projected 
cost of the bill would be $534 billion, instead of the $395 
billion Congress was misled into believing.7

In sworn testimony before Congress, it was revealed 
this $534 billion cost projection was intentionally with-
held from Congress on orders from a Medicare official who 
went to work for a high-powered Washington, DC, lobby-
ing firm ten days after the bill was signed into law.3, 8, 9
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If these numbers don’t appall you, just two years later, in 
2005, the White House released revised budgetary figures 
showing the cost to the US Treasury of the Medicare Prescrip-
tion Drug Act may have been as high as $1.2 trillion—three 
times greater than what Congress was misled to believe!10

Outsiders who helped push through the Medicare Pre-
scription Drug Act included many former members of 
Congress who were registered lobbyists for the drug indus-
try. Pharmaceutical companies have long been known 
to reward former members of Congress with lucrative 
employment contracts.1, 11–14

In fact, Billy Tauzin, the congressman most responsi-
ble for pushing through the Medicare Prescription Drug 
Act, retired to a $2 million-a-year job as president of the 
Pharmaceutical Research and Manufacturers of America.65 
Fourteen other congressional staffers, congressmen, and 
federal officials also went to work for the pharmaceuti-
cal industry after the Medicare Prescription Drug Act was 
passed—a bill that will pour over one trillion tax (or debt) 
dollars into drug company coffers.2, 15

high PriCE oF CitizEn APAthy

The squalid facts behind passage of the Medicare Prescrip-
tion Drug Act leave no doubt as to how much power the 
drug industry wields over us. While consumer groups 
like the Life Extension Foundation® tried to defeat this 
crooked legislation, the sad fact is that too many members 
of Congress betrayed their constituencies and capitulated 
to the drug lobbyists.

The Medicare Prescription Drug Act was enacted because 
the American citizenry remained oblivious to this conspir-
acy to pillage tax dollars and funnel hundreds of billions of 
additional profits to the pharmaceutical industry.
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In a market free of government regulation, drug prices 
would collapse in response to competitive pressures. 
Instead, prescription drug prices remain excruciatingly 
high. When faced with the prospect of having to lower 
their prices, the pharmaceutical industry instead perpe-
trated schemes (like the Medicare Prescription Drug Act) 
that force virtually every American to subsidize their egre-
giously overpriced drugs.

If only a small fraction of the American public had voiced 
their outrage to Congress, the Medicare Prescription Drug 
Act would not have passed. Now that we know the realities 
of what this and other shady Medicare/Medicaid programs 
are really going to cost, each taxpayer faces the prospect of 
paying thousands of additional Medicare tax dollars every 
single year. Yet even with higher taxes, Medicare’s even-
tual date with insolvency is inevitable unless medicine is 
radically deregulated.

This book comprises only a fraction of articles I have writ-
ten over the past 27 years to expose the charade of medical 
regulation that is slowly bankrupting our country.

Unlike other books of this nature, I propose real-world 
solutions that, if implemented, can save this nation from 
insolvency as it vainly attempts offset the corrosive effects 
of regulations that breed institutionalized corruption.

As you read the chapters of this book that date back to 
the 1990s, you will realize how Life Extension’s early warn-
ings have manifested into a harsh reality that can no lon-
ger be ignored.
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August 2011

FDa Says Walnuts are  
illegal Drugs

Life extension® has published 57 articles that describe 
the health benefits of walnuts.

Some of this same scientific data was featured on 
the website of Diamond Foods, Inc., a distributor of pack-
aged walnuts.

Last year the FDA determined that walnuts sold by Dia-
mond Foods cannot be legally marketed because the walnuts 
“are not generally recognized as safe and effective” for the 
medical conditions referenced on Diamond Foods’ website.

According to the FDA, these walnuts were classified as 
“drugs” and the “unauthorized health claims” cause them 
to become “misbranded,” thus subjecting them to govern-
ment “seizure or injunction.” 

Diamond Foods capitulated and removed statements 
about the health benefits of walnuts from its website.

Let’s take a look at the science supporting the consump-
tion of walnuts to see what the FDA censored . . . and what 
you can do to stop it in the future!
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EAting WALnuts Cuts hEArt DisEAsE risk

Ingesting nuts used to be considered unhealthy because 
of their high fat content. This misconception has changed 
over the past 18 years as human studies have revealed 
sharply reduced incidence of heart disease in those who 
consume walnuts.1–12

Unlike some nuts, walnuts provide a unique blend of 
polyunsaturated fatty acids (including omega-3s), along 
with nutrients like gamma-tocopherol that have demon-
strated heart health benefits.13–24

The March 4, 1993 issue of the New England Journal of 
Medicine published the first clinical study showing signifi-
cant reductions in dangerous LDL and improvement in the 
lipoprotein profile in response to moderate consumption 
of walnuts.14 Later studies revealed that walnuts improve 
endothelial function in ways that are independent of cho-
lesterol reduction.1, 25–27

One study published by the American Heart Association 
journal Circulation on April 6, 2004, showed a 64% improve-
ment in a measurement of endothelial function when wal-
nuts were substituted for other fats in a Mediterranean diet.1

As most Life Extension® members are aware, the under-
lying cause of atherosclerosis is progressive endothe-
lial dysfunction.28 Walnuts contain a variety of nutrients 
including arginine, polyphenols, and omega-3s that sup-
port the inner arterial lining and guard against abnor-
mal platelet aggregation.2,13,29–31 These favorable biological 
effects explain why walnut consumption confers protec-
tion against coronary artery disease.

The US National Library of Medicine database contains 
no fewer than 35 peer-reviewed published papers support-
ing a claim that ingesting walnuts improves vascular health 
and may reduce heart attack risk.
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FDA ignorEs thE sCiEnCE

The federal agency responsible for protecting the health of 
the American public views this differently. 

In the FDA’s warning letter to Diamond Foods, nowhere 
is there any challenge questioning the science cited by Dia-
mond Foods to support their health claims. 

Instead, the FDA’s language resembles that of an out-of-
control police state where tyranny reins over rationality. 
To enable you to recognize the absurdity of all of this, I 
excerpted a few paragraphs from the FDA’s warning letter 
to Diamond Foods as follows:32

Based on our review, we have concluded that your 
walnut products are in violation of the Federal 
Food, Drug, and Cosmetic Act (the Act) and the 
applicable regulations in Title 21, Code of Federal 
Regulations (21 CFR).

Based on claims made on your firm’s website, we 
have determined that your walnut products are pro-
moted for conditions that cause them to be drugs 
because these products are intended for use in the 
prevention, mitigation, and treatment of disease.

Because of these intended uses, your walnut prod-
ucts are drugs within the meaning of section 201 
(g)(1)(B) of the Act [21 U.S.C. § 321(g)(B)]. Your 
walnut products are also new drugs under sec-
tion 201(p) of the Act [21 U.S.C. § 321(p)] because 
they are not generally recognized as safe and effec-
tive for the above referenced conditions. There-
fore, under section 505(a) of the Act [21 U.S.C. § 
355(a)], they may not be legally marketed with 
the above claims in the United States without an 
approved new drug application.
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Additionally, your walnut products are offered 
for conditions that are not amenable to self-
diagnosis and treatment by individuals who are 
not medical practitioners; therefore, adequate 
directions for use cannot be written so that a 
layperson can use these drugs safely for their 
intended purposes. Thus, your walnut products 
are also misbranded under section 502(f)(1) of 
the Act, in that the labeling for these drugs fails 
to bear adequate directions for use [21 U.S.C. § 
352(f)(1)].

This verbiage makes it clear that the FDA does not even 
consider the underlying science when censoring truthful, 
non-misleading health claims. The chilling effect on the 
ability of consumers to discover lifesaving medical infor-
mation is a wake-up call for all who recognize the ramifica-
tions of this latest act of FDA malfeasance. 

WhAt thE FDA ALLoWs you to hEAr

The number of people logging on to the website of Dia-
mond Foods was miniscule. I suspect that before the FDA 
took this draconian action, hardly anyone even knew this 
website existed. 

What the public hears loud and clear, however, are 
endless advertisements for artery-clogging junk foods. 
Fast food chains relentlessly promote their 99-cent dou-
ble-cheese burger as being bigger than their rivals. These 
advertisements induce many consumers to salivate for 
these toxic calories that are a contributing cause of coro-
nary artery disease. Yet the FDA does not utter a peep in 
suggesting that their advertising be curtailed. 

On the contrary, FDA has issued waves of warning let-
ters to companies making foods (pomegranate juice, green 
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tea, and walnuts) that protect against atherosclerosis.1,32–36 
The FDA is blatantly demanding that these companies 
stop informing the public about the scientifically validated 
health benefits these foods provide. 

The FDA obviously does not want the public to discover 
that they can reduce their risk of age-related disease by 
consuming healthy foods. They prefer consumers only 
learn about mass-marketed garbage foods that shorten life 
span by increasing degenerative disease risk. 

FDA ALLoWs PotAto ChiPs to BE ADvErtisED As 
“hEArt hEALthy”

Frito-Lay® is a subsidiary of the PepsiCo, Inc., makers of 
Pepsi cola. Frito-Lay® sells $12 billion a year of products 
that include:

�� Lays® Potato Chips 
�� Doritos® 

�� Tostitos® 

�� Cheetos® 
�� Fritos®

You might not associate these mostly-fried snack foods 
as being good for you, but the FDA has no problem allow-
ing the Frito-Lay® website to state the following:

Frito-Lay® snacks start with real farm-grown 
ingredients. You might be surprised at how much 
good stuff goes into your favorite snack. Good 
stuff like potatoes, which naturally contain vita-
min C and essential minerals. Or corn, one of the 
world’s most popular grains, packed with thiamin, 
vitamin B6, and phosphorous—all necessary for 
healthy bones, teeth, nerves and muscles. 
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And it’s not just the obvious ingredients. Our all-
natural sunflower, corn and soybean oils contain 
good polyunsaturated and monounsaturated fats, 
which help lower total and LDL “bad” cholesterol 
and maintain HDL “good” cholesterol levels, which 
can support a healthy heart. Even salt, when eaten 
in moderation as part of a balanced diet, is essen-
tial for the body.37

Wow! Based on what Frito-Lay® is allowed to state, 
it sounds like we should be living on these snacks. Who 
would want to ingest walnuts, pomegranate, or green tea 
(which the FDA is now attacking) when these fat calorie-
laden, mostly-fried carbohydrates are so widely available? 

According to the Frito Lay® website, Lays® potato chips 
are now “heart healthy” because the level of saturated fat 
was reduced and replaced with sunflower oil.38 Scientific 
studies do show that when a polyunsaturated fat (like 
sunflower oil) is substituted for saturated fat, favorable 
changes in blood cholesterol occur.39

Fatally omitted from the Frito-Lay® website is the fact 
that sunflower oil supplies lots of omega-6 fats, but no 
omega-3s.40 The American diet already contains too many 
omega-6 fats and woefully inadequate omega-3s. 

Excess omega-6 fats in the diet in the absence of ade-
quate omega-3s produces devastating effects, including 
the production of pro-inflammatory compounds that 
contribute to virtually every age-related disease, includ-
ing atherosclerosis.41–45

For the FDA to allow Frito-Lay® to pretend there are 
heart benefits to ingesting their unhealthy snack products, 
while censoring the ability of walnut companies to make 
scientifically substantiated claims, is tantamount to trea-
son against the health of the American public.
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Don’t ForgEt thE ACryLAmiDEs 

When carbohydrate foods are cooked at high temperature (as 
occurs when potatoes are fried in sunflower oil to make potato 
chips), a toxic compound called arcylamide is formed.46

According to the National Cancer Institute, “acrylamide 
is considered to be a mutagen and a probable human car-
cinogen, based mainly on studies in laboratory animals. 
Scientists do not yet know with any certainty whether the 
levels of acrylamide typically found in some foods pose a 
health risk for humans.”47

In response to these kinds of concerns, the FDA funded a 
massive study to ascertain the acrylamide content of vari-
ous foods. The FDA found that potato chips and other fried 
carbohydrate foods were especially high in acrylamides.48

The FDA, however, has not stopped companies selling 
high acrylamide-containing fried carbohydrates from pro-
moting these foods as healthy.

PhArmACEutiCAL ComPAniEs BEnEFit  
From FDA’s misDEEDs

As the aging population develops coronary atheroscle-
rosis, pharmaceutical companies stand to reap tens 
of billions of dollars each year in profits. An obstacle 
standing in their way is scientific evidence showing that 
a healthy diet can prevent heart disease from develop-
ing in many people. 

It is thus in the economic interests of pharmaceuti-
cal giants that the FDA forcibly censor the ability of 
companies making heart healthy foods to inform the 
public of the underlying science. The fewer consumers 
who know the facts about walnuts, pomegranate, and 
green tea, the greater the demand will be for expensive 
cardiac drugs.
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Once again, the FDA overtly functions to enrich Big 
Pharma, while the public shoulders the financial burden of 
today’s healthcare cost crisis. 

In this particular case, however, processed food companies 
also stand to profit from the FDA’s attacks on healthy foods.

ChiLLing EFFECt on innovAtion

Headquartered in Stockton, California, Diamond Foods is 
a processor and marketer of nuts, with distribution in 

over 80% of US supermarkets. Most of Diamond’s 1,700 wal-
nut growers are family farmers with orchards in the heartland 
of California’s Central Valley. Their association with Diamond 
guarantees a market for their crops and provides the com-
pany with high-quality walnuts.

In response to independent scientific studies validating 
the health benefits of walnuts, Diamond Foods made finan-
cial investments to educate the public and supply them with 
walnuts. With one misguided letter issued by the FDA, all of 
Diamond Foods good work was undone. 

This kind of bureaucratic tyranny sends a strong signal to 
the food industry not to innovate in a way that informs the 
public about foods that protect against disease. While con-
sumers increasingly reach for healthier dietary choices, the 
federal government wants to deny food companies the ability 
to convey findings from scientific studies about their products. 

FDA/FtC WAnts morE ControL ovEr WhAt you ArE 
ALLoWED to LEArn

The FDA and FTC (Federal Trade Commission) are propos-
ing new regulations that will stifle the ability of natural 
food companies to disseminate scientific research findings. 

One proposal being discussed within the FTC would require 
that supplement companies conduct studies analogous to 
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what the FDA requires to approve new drugs. In a perfect 
world, Life Extension® would agree with some of the FTC’s 
objectives. As far as we are concerned, the more scientific 
research to validate a health claim, the better. 

The reality is that natural foods do not carry high pre-
scription drug price markups, so it would be economi-
cally impossible to conduct the same kinds of voluminous 
clinical studies as pharmaceutical companies do. As read-
ers of this column know, many of the clinical studies the 
FDA relies on to approve new drugs are fraudulent to begin 
with. So even if it were feasible to conduct more clinical 
research on foods and supplements, that still does not 
guarantee the precise accuracy the FTC is seeking. 

If these agency proposals are enacted, consumers will 
be barred from learning about new ways to protect their 
health until a food or nutrient meets stringent new 
requirements. A look at the warning letter the FDA sent 
to Diamond Foods is a frightening example of how sci-
entific information can be harshly censored by unelected 
bureaucrats. 

If anyone still thinks that federal agencies like the FDA 
protect the public, this latest proclamation that healthy 
foods are now illegal drugs exposes the government’s sor-
did charade.

ComPAniEs thAt sELL hEALthy FooDs try  
to Fight BACk

The combined sales of the companies attacked by the FDA 
are only a fraction of those of food giant Frito-Lay®. Yet 
some of these companies are fighting back against the FDA’s 
absurd position that it is illegal to disseminate scientific 
research showing the favorable effects these foods produce 
in the body. The makers of pomegranate juice, for example, 
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have sued the FTC for censoring their First Amendment 
right to communicate scientific information to the public. 

As a consumer, you should be outraged that disease-pro-
moting foods are protected by the federal government, while 
nutritious foods are censored. There is no scientific rationale 
for the FDA to do this. On the contrary, the dangerous foods 
ubiquitously advertised in the media are replacing cigarettes 
as the leading killers in modern society. 

The federal government is heavily lobbied by companies 
selling processed foods. As Life Extension® revealed long 
ago, an insidious activity of lobbyists is to incite federal 
agencies and prosecutors to eliminate free competition in 
the marketplace.

The simple fact is that walnuts are healthy to eat, while 
carbohydrates fried in fat are not. The FDA permits com-
panies selling disease-promoting foods to deceive the pub-
lic, while it suppresses the dissemination of peer-reviewed 
published scientific information.

noW thE gooD nEWs . . .

On April 5, 2011, a bipartisan bill was introduced into the 
House of Representatives called the Free Speech about Sci-
ence Act (H.R. 1364). This landmark legislation protects 
basic free speech rights, ends censorship of science, and 
enables the natural health products community to share 
peer-reviewed scientific findings with the public.

The Free Speech about Science bill has the potential to 
transform medical practice by educating the public about 
the real science behind natural health. 

For this very reason, the bill will have opposition. It will 
be opposed by the FDA since it restricts their ability to cen-
sor the dissemination of published scientific data. It will 
be opposed by drug companies fearing competition from 
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natural health approaches based on diet, dietary supple-
ments, and lifestyle. 

The public, on the other hand, wants access to credible 
information they can use to make wise dietary choices. 
Please don’t let special interests stop this bill.

I ask readers of this book to log on to our Legislative 
Action Website (www.lef.org/lac) that enables you to con-
veniently email and ask your Representative to cosponsor 
the Free Speech about Science Act (H.R. 1364).

Passage of the Free Speech about Science Act will stop fed-
eral agencies from squandering tax dollars censoring what 
you are allowed to learn about health-promoting foods. 

Our Legislative Action Website provides you direct contact 
with your Representative to let them know that you want 
H.R. 1364 (Free Speech about Science Act) enacted into law. 

This same website lets you send the Introduction of this 
book to your Representative and two Senators along with 
a form letter to encourage Congress to enact legislation to 
remove the regulatory stranglehold over healthcare that is 
rendering this nation insolvent. 

When the people fear their government, there is 
tyranny; when the government fears the people, 
there is liberty.

—Thomas Jefferson
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June 2011

the FDa’s most Heinous 
Drug approval

When it comes to lethal FDA-approved drugs, I 
always felt that Life Extension® members had 
a better chance of surviving adverse reactions 

compared to the general public. 
One reason is that members have their blood tested 

annually so they can detect many types of drug toxicities 
before permanent damage is inflicted. Another defense 
members have are the healthy lifestyles they follow, which 
confers protection against mechanisms by which prescrip-
tion drugs kill, such as glutathione depletion and fatty acid 
metabolite imbalance.1–5 

When it comes to the fraudulent drug you are about to 
read about, however, it would have been challenging for 
any of us to survive. This deadly drug was administered 
intravenously during complex surgical procedures when 
one’s life is completely at the mercy of others.
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I am going to relate what may be the most atrocious 
cover-up of a toxic drug that a pharmaceutical company has 
ever perpetrated—a drug that the FDA should have never 
approved. 

Why somE surgEry PAtiEnts nEED thEsE kinDs  
oF Drugs 

A common surgical complication is excessive bleeding. In 
patients with a high risk of bleeding, intravenous drugs 
are administered ahead of time. 

While lower-cost alternative drugs are available to reduce 
bleeding complications, pharmaceutical giant Bayer pene-
trated the market with a drug called Trasylol® that costs 
about $1,000 per patient. 

If you wonder how this price gouging occurs, large drug 
companies aggressively promote expensive new drugs to 
doctors, in some cases paying cash kickbacks so that the 
more expensive drug is used in place of an alternative of 
equal efficacy. 

In the case of Trasylol®, the results turned tragic. 

thE FDA’s ErronEous APProvAL oF trAsyLoL®

Despite data showing that Trasylol® inflicted severe kid-
ney damage in animals,6 the FDA approved it for human 
use in 1993.7 Low-cost alternative anti-bleeding drugs are 
less likely to produce this lethal side effect.

Soon, the same kidney side effects observed in animals 
were occurring in humans. One surgeon observed that the 
most common side effect seen in patients given Trasy-
lol® was renal dysfunction. This surgeon then conducted a 
20-patient study (not funded by Bayer) and found that 13 
of 20 patients given Trasylol® had problems with kidney 
function after the surgical procedure.8 
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When the FDA approved Trasylol®, they did note that 
kidney toxicity was a problem. But Bayer lobbied the FDA 
hard and by 1998, the FDA expanded approval of Trasylol® 
to cover all heart bypass patients.9

Sales of Trasylol® in 2005 hit $300 million and Bayer 
envisioned a billion-dollar-per-year blockbuster.10 These 
kinds of profits provide an enormous war chest to lobby 
FDA officials to turn a blind eye, even while thousands of 
surgical patients were dying each year from kidney failure 
caused by Trasylol®. 

Investigators were initially perplexed because kidney 
toxicity showed up in some studies, but not others. Critics 
maintain that Bayer never paid for studies large enough to 
determine the renal toxicity of Trasylol®. 

The primary side effect mechanism of Trasylol® is that it 
causes excess blood clotting inside blood vessels (throm-
bosis).11 This made tissues throughout the body vulnerable 
to loss of blood flow, which is why patients given Trasylol® 
sometimes died from multiple organ failure—plus ampu-
tation of limbs.

trAsyLoL® CArnAgE CovErED uP By BAyEr

In 2006, a study was released showing that thousands of 
Americans were being killed each year by Trasylol®.11 The 
FDA responded by issuing an “advisory” alerting doctors 
to this potential problem, but did not plan to have a formal 
meeting about Trasylol® for eight months.12, 13

Bayer was desperate to keep Trasylol® on the market, 
so it hired a respected Harvard professor to look at the 
records of nearly 70,000 patients treated with Trasylol®. 
The Harvard professor’s report did not please Bayer. It 
revealed that horrific numbers of Americans had died 
from Trasylol®. The Harvard professor wrote that patients 
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on Trasylol® had an elevated risk of death and acute kid-
ney failure.10 

When the FDA finally held an advisory committee meet-
ing to address the Trasylol® deaths, Bayer intentionally 
withheld the Harvard professor’s exhaustive study.14 Since 
the FDA did not know of Bayer’s negative study, it voted to 
keep Trasylol® on the market. 

A week later, the Harvard professor went to the FDA to 
inform them that Bayer had hidden the study showing the 
lethal dangers of Trasylol®.15 The FDA’s response was to 
issue another warning to doctors.16 Bayer meanwhile con-
tinued to sell hundreds of millions of dollars worth of Tra-
sylol® to unsuspecting surgical patients.

onE thousAnD LivEs Lost EACh month BECAusE oF 
thE FDA’s DELAy in rEmoving trAsyLoL®

In 2007, the Canadian government terminated a study 
using Trasylol® because too many patients were dying.17 
Germany responded to this study by banning Trasylol® alto-
gether.18 The FDA’s initial response was to convince Bayer 
to suspend marketing of Trasylol® only temporarily.19, 20 

In 2008, amid a flurry of lawsuits, Bayer announced that 
it was removing the remaining supply of Trasylol® from 
the American market.21 

Experts estimate that had the FDA taken action when 
the first report came out, 22,000 lives could have been 
saved—which equates to about 1,000 needless deaths each 
month the FDA failed to act.10 

Bayer suspended two employees22 for failing to disclose 
the Harvard study to the FDA. As with other pharmaceu-
tical companies that cover up the lethal dangers of their 
drugs, the FDA has taken no action against Bayer. Contrast 
FDA inaction against Bayer to FDA’s threats to imprison 
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growers of cherries and walnuts for promoting the health 
benefits of their foods.23, 24

This kind of unconscionable overcharging is just one of 
many reasons why our sick-care system is collapsing into a 
financial abyss.

noW thAt trAsyLoL® is gonE . . .  
ALtErnAtivE Drug PriCEs skyroCkEt

When CBS News first broke this story, they stated that 
safer drugs that effectively reduced bleeding compli-

cations cost only around $50.00 (compared to around $1,000 
for Trasylol®).10 

Now that Trasylol® has been removed from the market, alter-
native drugs (such as aminocaproic acid) cost around $750 per 
surgical procedure based on information that took us months 
to extract from hospitals. No hospital wanted to volunteer 
what they charge for aminocaproic acid. This may be because 
of the absurd price-gouging that routinely occurs at hospital 
pharmacies, such as charging $10 for an aspirin tablet.

Why hEALthCArE Costs so muCh

The side effects attributed to Trasylol® include heart 
attack, stroke, and kidney failure, as well as excruciating 
slow deaths.25

The medical costs of caring for patients injured by Tra-
sylol® are incomprehensible. In some cases, relatively 
healthy people suffered so much tissue damage that 
they were hospitalized in ICU units for months before 
they died. Other victims required thrice-weekly kidney 
dialysis, kidney transplants, lifetime nursing home care, 
and numerous other medical costs, not to mention lost 
productivity.26, 27 
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If you ever wonder why medical costs are bankrupting 
the United States, look no further than the fraudulently 
approved drugs that permeate the marketplace. When gov-
ernment-approved medicines inflict this kind of carnage, 
the inevitable result is an explosive growth in the numbers 
of Americans requiring expensive chronic healthcare.

FEDErAL govErnmEnt DoEs not ProtECt us

On April 2, 2010, CNN published an article titled, “Fed 
found Pfizer too big to nail.” It described in detail the crim-
inal activities perpetrated to illegally market the drug Bex-
tra® to treat surgical pain and how Federal authorities 
allowed a subsidiary to plead guilty to the fraud to avoid 
the harsh sanctions that Pfizer would otherwise face. Such 
sanctions would have meant that Pfizer would have been 
excluded from lucrative Medicare and Medicaid payments.

Like other drugs in the COX-2 inhibitor class, Bextra® 
was shown to increase heart attack risk and was withdrawn 
from the market.28 The unfortunate consequence for many 
surgical patients, however, is that they were exposed to 
two lethal drugs (Trasylol® and Bextra®) at a time when 
these patients were particularly vulnerable to pathological 
clotting inside blood vessels (thrombosis).

Trasylol® was first administered intravenously to prevent 
excess bleeding, but in reality caused excess blood clotting 
inside the arteries of many of its victims.29 In the post-sur-
gical setting, patients were sometimes prescribed a double 
dose of Bextra® to alleviate surgical pain. One pathologi-
cal effect of Bextra® is to increase a fatty acid metabolite 
called thromboxane A2 which further increases throm-
botic risk.4, 5 If you wonder why so many hospital patients 
die from “surgical complications,” look no further than the 
FDA-approved drugs they were given. 
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Trasylol® was allowed to remain on the market for 14 
years, whereas Bextra® was illegally touted for less than 5 
years before being withdrawn.30 Life Extension® warned 
about the dangers of drugs like Bextra® and Vioxx® within 
a year of the FDA approving them.31 We were in the dark 
about Trasylol®, however, since this was a drug that sur-
geons made a decision on using.

The bottom line is that prescription drug costs are con-
tributing to the bankruptcy of this nation’s healthcare sys-
tem. Yet the federal government continues to deceive con-
sumers into believing that they must pay inflated costs in 
order to be assured of safety and efficacy. 

The reality is that high costs give pharmaceutical com-
panies enormous profits that they use to fraudulently pro-
mote their drugs, pay off doctors, and lobby both the FDA 
and Congress to protect their stranglehold over which 
drugs consumers have access to.32–34 

Life Extension® remains committed to protecting its 
members against the blatant corruption that exists 
today between pharmaceutical companies that engage 
in fraud to promote dangerous drugs and the politicians 
and bureaucrats who allow this murderous conspiracy to 
perpetuate. 

BLooD tEsts CAn DEtECt Drug toxiCitiEs in timE  
to rEvErsE DAmAgE 

Blood tests that evaluate liver, kidney, muscle, and bone 
marrow function can detect a wide range of drug toxicities 
long before permanent damage occurs. 

For instance, if a blood test finding uncovers specific tis-
sue damage, a careful evaluation of the drugs you are tak-
ing can pinpoint the one causing the problem so you can 
discontinue it. This usually reverses the damage. Failure to 
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catch a drug-induced pathology in time can result in irre-
versible system failure. 

Regular blood testing can also enable your doctor to adjust 
the dose of drugs you are taking, and enable you to change 
your nutrient dose in order to obtain better and safer results. 

For example, doctors often prescribe the same dose of a 
statin drug to every patient. The problem is that the appro-
priate dose of statin drugs required varies considerably 
amongst patients. Some can take a small dose (10 mg/day) 
of a drug like simvastatin and achieve LDL levels below 80 
mg/dL, whereas others require higher doses (in addition to 
nutritional interventions). 

Comprehensive blood tests function as a “report card” to 
verify that the medications, hormones, and supplements 
you take each day are providing the desired benefits and 
not inflicting side effects.

When it comes to over-the-counter (OTC) drug toxicity, 
we at Life Extension® have uncovered it in people as young 
as 21 years old and reversed it by getting them off daily 
high-dose analgesics like ibuprofen.

Annual blood testing saves lives not only by detecting 
drug toxicities, but also revealing vascular risk factors such 
as elevated triglycerides, glucose, C-reactive protein, and 
LDL in time to take corrective actions. Hormone imbal-
ances can also be uncovered by proper blood testing and 
provide a roadmap to enable critical hormones to be safely 
restored to youthful ranges. 

To inquire about low cost blood testing in your area, call 
1-800-208-3444.

P.S. If you want to view the televised report that CBS 
News did on the Trasylol® travesty, just go to Google and 
type in: “Trasylol® and 60 Minutes.” 
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March 2011

no real Healthcare  
cost crisis 

For 31 years life extension® has warned that corrupt dis-
ease-care legislation combined with suffocating FDA 
regulation will bankrupt the United States of America. 

The day of reckoning is rapidly approaching when the 
federal government will be unable to subsidize the hyper-
inflated healthcare prices that it created.

We have shown how inefficient and fraudulent govern-
ment edicts are the cause of today’s medical cost crisis—
and how this catastrophe can be averted with common-
sense changes to the law.1–3

A rEAL-WorLD ExAmPLE

Life Extension® is on the front lines seven days a week help-
ing people who confront medical issues, many of whom 
are unable to pay the artificially inflated prices brought on 
by failed government policies. 



Pharmocracy58 •

I recently received a call from a friend whose younger sis-
ter contracted genital herpes and suffered frequent painful 
outbreaks. Herpes is an incurable virus that 20% of Ameri-
can women (ages 14–49) are infected with.4 It is estimated 
that 80% of cases remain undiagnosed.5

I suggested that my friend’s sister consider taking 500 
mg a day of valacyclovir (Valtrex®), as this has been shown 
to reduce both the number of herpes outbreaks5 and reduce 
the chances of spreading the virus to one’s sexual partner 
by 47%.5 I recalled the retail price of Valtrex® was around 
$3 per tablet, but thought that it might be available as a 
lower-priced generic. 

When I called the Life Extension® Pharmacy®, I was 
shocked to learn that the brand-name Valtrex® had jumped 
to $7.40 per tablet and that the generic cost almost this 
much! Since Valtrex® needs to be taken every day for preven-
tion of outbreaks, the monthly cost for the generic comes to 
around $200, bringing the annual price tag to $2,400. 

I was outraged that an off-patent drug could be priced 
this high and ordered our staff to find out what it really 
cost to produce high-quality generic Valtrex® tablets. What 
we discovered is beyond abhorrent. The raw material to 
make a one-month supply of generic Valtrex® is only 60 
cents! The pharmaceutical-quality manufacturing process 
adds $1.50, which means the total cost to make a bottle of 
30 500 mg generic Valtrex® tablets is only $2.10.

Yet this same bottle retailed in pharmacies for around 
$200—a government-protected markup of 9,523% (or 95 
times over the cost of manufacture)! 

No other business can get away with charging this much 
for a product whose patent expired. The only reason this 
happens is that federal laws provide a virtual monopoly for 
protecting the drug industry’s outlandish profits. 
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When I called my friend back about the $200/month 
price, the first thing she said was, “My sister cannot afford 
that.” This means this young girl will suffer frequent her-
pes outbreaks and is more likely to pass this incurable 
virus on to others. 

For those concerned that this girl may forever be denied 
her medicine, drug companies have lobbied Congress to cre-
ate laws whereby taxpayers will foot the bill for many of those 
who cannot pay the ever-escalating costs of medical insurance. 

As we have so often reported, the federal government 
gives pharmaceutical companies a virtual monopoly over 
patented and generic drugs. The outlandish profits earned 
from these drugs are then used to buy lobbyists who per-
suade Congress to pass legislation that leaves the taxpayer 
on the hook for paying for these overpriced medicines. 

What a racket! Overcharge so much for your product that 
most consumers cannot afford it, complain to Congress that 
consumers cannot afford your medicines—and then receive 
tax dollars to pay your monopolistic prices. We long ago pro-
posed that Congress change the law to permit companies 
to freely make generics, which would result in the price for 
generic Valtrex® plummeting from $200 a month to some-
where around $7 (or from $2,400/year to $84/year).

I titled this article “No Real Healthcare Cost Crisis” 
because it reveals how this country is being driven to eco-
nomic insolvency by corrupt legislation, while pharmaceu-
tical interests enjoy record profits.

misguiDED FDA DECision CAusEs PriCE oF oLD Drug 
to skyroCkEt 5,000%

In July 2009, the FDA officially announced what physi-
cians have long known. An old drug called colchicine can 
effectively treat acute flares of gouty arthritis. 
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This drug has been sold as a low-cost generic since the 
19th century in the US, and its origins go back 3,000 years 
to the ancient Greeks. 

Since colchicine was around so long, it pre-dated the 
FDA itself. The FDA wanted this drug tested for safety 
and efficacy, and offered one company a three-year exclu-
sive if it would conduct a study. In the one-week ran-
domized trial this company conducted, it was discovered 
that a shortened dosage period produced good symptom 
management while leading to fewer side effects than lon-
ger-term use. Astute physicians may have already figured 
this out, but it is good that a study was done to confirm 
the shortened dose advantage. The question is, can we 
afford it? 

Before the study, colchicine was sold by several compa-
nies for around nine cents a pill. Once the FDA granted the 
three-year exclusive, the price shot up 50-fold to an aver-
age of $5 per pill.6

In 2007, there were 100,000 prescriptions written for 
colchicine for which Medicare and Medicaid paid about 
$1 million.7 Under the new monopoly granted by the 
FDA (with legislative authority from Congress), taxpayer 
funded agencies (Medicare and Medicaid) will pay around 
$50 million for the same drug.7

There are more cost-effective ways to have ascertained 
better dosage for this old drug, such as a one-week trial 
funded by the National Institutes of Health (NIH). An NIH-
funded trial would have cost the government a fraction of 
the 5,000% increase it and private payers will now have to 
fork over for a non-patented medication that has been used 
for centuries in this country. 

This is just a tiny example of how pharmaceutical com-
pany-sponsored legislation and misguided regulatory 
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policies create an artificial healthcare cost crisis. Multi-
ply this across the entire medical sector and you can see 
why radical reform is needed if an economic crisis it to 
be averted. 

hoW is this AFFECting you?

If you obtain health insurance from your job, it now 
costs your employer nearly twice as much ($6,700 per 
employee) than it did in the year 2001.9 You might have 
noticed that you now pay a greater portion of the insur-
ance premium through your employer and that your 
deductibles and co-pays are substantially higher than 
what they used to be. 

Health insurance costs to employers are projected to 
double again over the next ten years. This means that fewer 
dollars will be available to pay you. It also means that 
employers are not hiring as many people because of sky-
rocketing health insurance costs.

Employees fortunate enough to have healthcare insur-
ance in 2010 will pay on average $4,023 in premium sub-
sidies and out-of-pocket expenses.10 This compares with 
almost nothing a decade ago. According to the Wall Street 
Journal, “Health Costs Are Crushing Small Businesses,” as 
medical premiums have increased four times faster than 
the rate of inflation since 2001.11

If you pay for your own medical insurance, you’ve 
already been stung with skyrocketing premium rate 
increases, along with higher deductibles, higher co-pays, 
and refusals to cover certain expenses. Those without cov-
erage face astronomical out-of-pocket costs for any seri-
ous medical issue.
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Drug mAkErs shArPLy rAisED PriCEs in 2009

As if prescription drug costs were not already high enough, 
brand-name pharmaceuticals increased 9.1% in 2009, 

while biotech drugs rose 11.5%.8 This follows a pattern of pre-
scription drug price increases that far outpace inflation, even 
as the cost of the active ingredients plummets (as can be seen 
in the 60-cent-a-month raw material cost of valacyclovir). 

Americans continue to pay the highest prices in the world 
for their prescription medications, as pharmaceutical company 
influence in Congress guarantees monopolistic-like protection. 

mEDiCArE’s DAtE With insoLvEnCy 

According to President Obama, “We will eventually be 
spending more on Medicare than every other government 
program combined.”12 That acknowledgment, however, did 
not stop passage of legislation (The Health Care Reform 
Act) that provides another Federal disease-care entitle-
ment (and drug company subsidy) for people under age 
65. While the public is finally waking up to the colossal $14 
trillion official Federal debt, only a few understand that 
the $24 to $37 trillion unfunded Medicare liability is our 
real deficit problem. Nothing else comes close to threaten-
ing our health and financial well-being.12

The year 2008 marked the first time that Medicare 
posted a deficit, meaning it spent more on disease-care 
outlays than the taxes it collected. The Federal government 
tells us that soon the Medicare hospital trust fund will be 
depleted.13, 14 But these numbers are based on optimistic 
projections that are not materializing, such as a 21% cut to 
doctors that was supposed to occur in 2010 but was can-
celed by Congress.13
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An increasing number of doctors are refusing to accept 
Medicare today because it pays so little. If a cut in physi-
cian payments is ever implemented, the Medicare system 
could collapse because there will not be enough physicians 
to cover the aging population.

The chart accompanying this article was created in 2007 
and reveals the stunning magnitude of the Medicare and 
Social Security deficits. What’s really scary is that this does 
not factor in the Medicare Prescription Drug Act and The 
Health Care Reform Act passed by Congress over the past 
few years that, collectively, will add trillions of additional 
deficit dollars to this chart.

The Federal government pretends it can raise taxes 
enough on wealthy individuals to offset the staggering 
liabilities it has incurred by promising more sick-care cov-
erage than what Medicare is already on the hook for. The 
notion that taxes can be raised on a tiny percentage of 
the population to pay the gargantuan Medicare liability 
is a mathematical impossibility and represents the largest 
Ponzi scheme in the history of mankind.

mEDiCArE riFE With FrAuD, WAstE, AnD inEPtituDE

Life Extension® (and other media sources) has reported 
egregious examples of how Medicare expenditures are 
squandered. In some cases, crooks set up phony clinics, 
collect millions from Medicare for services never rendered, 
and then move on to another location before Medicare fig-
ures out it is paying bogus claims.

The real money, however, involves lobbying Congress to 
force Medicare to grossly overpay for the particular ser-
vice, device, or pharmaceutical a company happens to sell.

One of the fastest growing areas of the disease-care 
industry is “home healthcare.” It aims to save billions by 
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avoiding costly hospitalizations. Hospitals, of course, learned 
how to bilk Medicare long ago, and home healthcare pro-
viders are no less proficient.

An investigative report by the Wall Street Journal uncov-
ered a ridiculous program in which Medicare paid a $2,200 
bonus once a company made ten at-home visits to a par-
ticular patient.15 With this kind of incentive, home health-
care companies jumped through hoops to hit the ten-visit 
mark, even threatening employees with no pay if they failed 
to figure a way to bill Medicare ten at-home visits for every 
patient. Remember, for each patient that Medicare paid for 
ten consecutive visits, an absurd $2,200 taxpayer-funded 
bonus was kicked back to the home healthcare provider 
PLUS the cost Medicare had to pay for each at-home visit.

Those who successfully lobby Congress receive windfall 
profits from Medicare, while those who don’t are so short-
changed that many are dropping out of the system. It’s 
somewhat analogous to the former Soviet Union, where 
companies favored by the entrenched Communist Party 
received special status, while those who lacked political 
connections often could not pay their employees because 
no money came from Moscow. 

One home healthcare company that receives 90% of its 
revenue payments from Medicare enjoyed revenues of $1.5 
billion in 2009, compared to only $88 million in the year 
2000. Its stock has gone from less than $1 in 2000 to $60 
in 2009.15

Clearly, the way to make money in today’s economy is to 
find a way to guarantee that the federal government will 
pay you inflated prices so you don’t have to worry about 
competing in the free market for consumer dollars. 
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A triP to mExiCo With my son

I try to spend time with my children and wound up in Mex-
ico for a few days last summer, where my 13-year-old son 
was bitten by an insect. He developed a painful reaction 
that required immediate attention. Fortunately, in Mex-
ico, you don’t need a prescription to buy most drugs. I was 
able to walk into a pharmacy and purchase a tube of triam-
cinolone cream at virtually no cost. Within a few hours my 
son was cured. 

In the United States, it is not so easy or affordable. For 
some ludicrous reason, the FDA mandates that one obtain 
a doctor’s prescription for topically applied triamcinolone 
cream. If this insect bite had occurred in the US, I would 
have had to find an urgent care medical facility that was 
open, pay the doctor over $100, and then take the prescrip-
tion to a pharmacy and wait for it to be filled. My son would 
have spent many additional hours in pain and I would have 
spent a lot more money and time. 

If I could not locate an urgent care center, a hospital 
emergency room visit would be the only alternative. The 
cost to my insurance company and me would have been 
over $500 for an ER visit, as opposed to spending only a 
few dollars for a tube of triamcinolone cream at a Mexican 
pharmacy with no prescription. 

The Mexican pharmacy, by the way, was overwhelmed 
with American tourists who were behaving like kids in a 
candy store. The shelves were stocked with just about every 
popular American prescription drug, but no prescription 
was required. Prices for most drugs were a fraction of what 
they cost in the US. 
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Chase Faloon was bitten by an insect and suffered an acute 
inflammatory reaction to his entire back on May 27, 2010. 

Below is the tube of triamcinolone cream I purchased for a 
few dollars at a Mexican pharmacy (without a prescription) 
that cured him of the pain, redness, and swelling he suffered. 
Had this occurred in the United States, this would have been 
an expensive and time-consuming process.

PrEsCriPtion stAtus For mAny Drugs 
 shouLD BE ABoLishED

There was a time when the public was so ignorant about 
medical issues that a doctor’s prescription was required 
for most drugs to be safely and effectively used.

That has changed. An enlightened individual can use 
the Internet to learn about drugs that lower blood pres-
sure, glucose, and lipids, along with the drug’s side 
effects. At-home blood pressure devices are more effec-
tive in monitoring real-world blood pressure than peri-
odic visits to a doctor’s office. An enlightened patient can 
precisely individualize dosing of anti-hypertensive med-
ications to bring their blood pressure to optimal levels 
(below 115/75 mmHg in most people). 
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Enlightened individuals, with the help of trained health 
advisors, can also interpret their own blood test results 
and choose medications and hormones that can normal-
ize abnormalities that hurried doctors too often overlook. 
Periodic audits of one’s self-prescribing regimen by a phy-
sician would be highly recommended. 

There are drugs that require close physician supervision 
and would remain on prescription-only status.

Naysayers who argue that people will take inappropriate 
doses or the wrong drug ignore the epidemic of adverse 
reactions that occur when patients blindly follow physi-
cians’ prescribing orders. Look at how many prescriptions 
doctors wrote for Avandia® long after studies showed 
sharply higher heart attack and stroke risks.16,17

If doctors were relieved of having to see patients for sim-
ple issues (like elevated LDL and triglycerides), they could 
focus more time on patients who need intensive, hands-on 
treatment. 

ACCEPting hArsh rEALitiEs

Medicare’s date with insolvency is a mathematical 
near-certainty. 

There are many reasons for this, but corrupt legislation 
that precludes a medical free-market from developing, 
along with bureaucratic over-regulation, ensures that dis-
ease-care expenditures will cripple this nation. 

As we proposed in detail in the August 2009 issue of Life 
Extension Magazine®, the cost of prescription drugs would 
plummet if the FDA did not have such stringent approval 
requirements for generics. 

As proposed today, if patients were empowered to make 
their own decisions on personal health issues, medical 
costs would plunge as wasteful visits to doctors’ offices 
could be reduced. 
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I suspect most of you reading this recognize that there 
comes a point where the words “we cannot afford it” 
become a harsh reality. Whether one agrees with the solu-
tions suggested in this editorial or not, the simple fact is 
that Medicare, private insurance, and the private sector 
cannot afford the costs of today’s broken sick-care system. 

For the edification of new members, please know that 
we at Life Extension® have been sounding the alarm bells 
about the catastrophic consequences of artificially inflated 
disease-care costs for the past four decades. 

The Federal government has responded by launching 
relentless criminal investigations against me (and others) at 
the behest of pharmaceutical interests, who don’t want you 
to know that Americans have been forced to pay $200 for a 
bottle of valacyclovir (Valtrex®) that costs only $2.10 to make!

Please note that generic drug prices fluctuate widely. 
When more manufacturers obtain FDA approval, prices 
sometimes drop. When manufacturers cease making cer-
tain generics, prices can sharply increase. In January 2011, 
the Life Extension® Pharmacy® was able to offer 30 500 
mg tablets of valacyclovir for $103, though this price is 
subject to being increased at any time. When I called a local 
Walgreens the very same day, they quoted $199.99 for the 
same amount of valacyclovir.

Note: From an efficacy standpoint, valacyclovir provides 
relatively mediocre results in those suffering acute herpes 
or shingles outbreaks. 
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FDa Delay of one Drug 
causes 82,000 Lost 

Life-Years
Reviewed and critiqued by Stephen B. Strum, MD, 

FACP, Medical Oncologist specializing in  
prostate cancer since 1983

In 2004, i wrote an article describing how Americans die 
needlessly because of the FDA’s delay in approving life-
saving drugs.1 
One example of a delayed therapy I cited was Provenge®, 

which in the year 2002 had demonstrated improved sur-
vival in prostate cancer patients.2

In 2007, Dr. Stephen Strum and I co-authored an article 
showing how enormous numbers of lives could be spared 
if scientists were liberated from oppressive FDA over-regu-
lation. We described several cancer drugs that should have 
been approved including Provenge®, which by the year 
2007 had extended survival in several clinical studies.3 

In 2010, the FDA finally approved Provenge®.4 This was 
after still another FDA-mandated clinical trial documented 
the efficacy of this therapy.
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As you’re about to read, the FDA’s eight-year delay in 
approving Provenge® has resulted in a horrific number of 
prostate cancer victims prematurely dying!

hoW EFFECtivE is ProvEngE®?

Once the FDA finally approved Provenge® in April 2010, 
the news media hailed it as a miracle new cancer ther-
apy. What the media failed to convey was the fact that 
Provenge® was not new. It had been discovered almost a 
decade earlier. Despite the impressive study results you are 
about to read, the FDA denied it for eight long years.

In an analysis from the first study in 2002, Provenge®-
treated men with a less aggressive prostate cancer (Glea-
son score 7 or less) were eight times more likely to live six 
months without disease progression compared to placebo.2 

After 30 months, these same patients receiving Provenge® 
were 3.7 times more likely to be alive. This translates into 
53% of the Provenge® group surviving compared to only 14% 
of the placebo group. The Provenge® group also remained 
pain-free twice as long on average as the placebo group.2, 3 

The FDA refused to recognize these findings and ordered 
the company to conduct more clinical studies. We at Life 
Extension® were livid at the time over the FDA’s decision 
to deny prostate cancer patients access to this therapy. 

Fast forward to 2005, and the results of a new clinical 
study showed that three times as many advanced prostate 
cancer patients who received Provenge® were alive com-
pared to patients receiving a placebo.5, 6 

This study evaluated 127 patients with prostate cancer 
that did not respond to androgen-deprivation therapy. 
Cancer experts consider this patient subset to have a dis-
mal prognosis, with most dying of the disease within a 
few years. In this Provenge® study, 34% of the patients 
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receiving Provenge® were still alive after three years com-
pared to only 11% of men who were randomly assigned 
a placebo.5 The FDA again refused to approve Provenge®, 
even with this kind of data in hand. 

In the most recent study on advanced prostate cancer 
patients, Provenge® prolonged median survival by 4.5 
months and produced a greater than threefold increase in 
survival at 36 months compared to placebo.7

As I’ll explain later, any improvement in survival in 
advanced cancer cases is viewed favorably, as these patients 
have already failed grueling conventional therapies. We 
postulate that if used earlier in the disease process and in 
combination with other non-toxic therapies, Provenge® 
will be far more effective.

Based on this latest study and in conjunction with the 
other prior favorable studies, the FDA  finally approved 
Provenge®—eight years later than it should have!

hoW mAny LiFE-yEArs Lost BECAusE oF  
FDA’s DELAy?

Prostate cancer killed 27,360 American men in 2009.8 This 
is down from prior years where it used to kill around 30,000 
Americans. Earlier diagnosis is one reason for this decline. 
Far fewer men are diagnosed with advanced prostate cancer 
with bone metastases today because of PSA testing. 

In determining how many human life-years have been 
lost because of the FDA’s delay in approving Provenge®, we 
would come up with very high numbers if we only used 
data from the most favorable studies.

Instead, we choose to use the least favorable data that 
looked only at median survival improvement in those 
with advanced stage prostate cancer who were no longer 
responding to conventional therapy. 
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We took the low number of 27,360 men who died of pros-
tate cancer in 2009 and multiplied it times the 4.5 months 
of improved survival demonstrated in the latest study. The 
total number of human life-years lost each year the FDA 
delayed approving Provenge® comes out to 10,260. 

Multiply the eight years the FDA delayed approving 
Provenge®, and the total number of lost life-years is a star-
tling 82,080.To state this statistic differently, 82,080 lost 
life-years translates to 1,066 entire lives lost. This calcula-
tion is based on taking the 82,080 lost life-years divided by 
average male life expectancy of 77 years. 

The federal government refuses to consider Life Exten-
sion’s  longstanding recommendation of making FDA 
approval voluntary, as opposed to the compulsory process it 
is today.

If prostate cancer victims had access to Provenge® when 
it first demonstrated efficacy in 2002, 82,000 human life-
years could have been spared. 

ProvEngE® is Just onE oF mAny  
DELAyED Drugs

The cover story of the September 2007 issue of Life Exten-
sion Magazine® was titled “Life-saving Cancer Drugs 
Rejected by the FDA.” In that issue, we meticulously 
described several anti-cancer drugs (including Provenge®) 
the FDA had not yet approved. All of these drugs had sub-
stantial scientific evidence indicating efficacy. We argued 
that since terminal cancer patients had no other options, 
they should be allowed access to these therapies.

In the case of Provenge®, an FDA advisory panel recom-
mended it be approved in the year 2007.9,10 FDA bureaucrats, 
however, ignored scientists on this advisory panel and man-
dated that more studies be done.
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FDA DELAy mAkEs ProvEngE® Cost-ProhiBitivE

Had Provenge® been made available in 2002, like it could 
have been, it might be available at a more reasonable price 
today. The FDA’s insistence on multiple redundant clinical 
studies will result in the therapy costing $93,000 per patient.

Medicare recently stated they will pay for Provenge®, 
though some private insurance companies may balk. Either 
way, consumers will pay for the FDA’s delay in the form of 
higher medical insurance premiums, higher taxes, and/or 
having to pay for the drug out of pocket. 

As we have stated many times, a key factor in today’s 
healthcare financial crisis is that medical progress and effi-
ciency are obstructed by bureaucratic delays leading to 
hyper-inflated costs. 

WE WErE not thE onLy onEs sCrEAming  
For ProvEngE® to BE APProvED

The FDA was put under enormous pressure to approve 
Provenge® ever since the first successful clinical study 
came out in the year 2002. After a second study showed 
even greater efficacy, prostate cancer support groups, sci-
entific organizations, and even mainstream publications 
demanded that the FDA grant terminal patients the right 
to try this therapy. 

The January 26, 2004 issue of the Wall Street Journal fea-
tured an editorial stating:

We know that it works, and we know why it works. 
In any rational regulatory environment, that 
would be reason to speed Provenge® to market.11

By 2007, there was a revolt underway against the FDA 
for continuing to reject Provenge®, including threats by 
members of Congress to conduct a full-scale investigation 
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and lawsuits filed by patient support groups. FDA bureau-
crats, however, steadfastly refused to budge (until April 
29, 2010).12

Even though Provenge® therapy is now officially 
approved, it will only be available to treat about 2,000 
patients over the next year.13 That’s because it requires spe-
cialized laboratories to be established throughout the 
United States to take each cancer patient’s blood and create 
an individualized vaccine. The problem is that more than 
27,000 men will die of prostate cancer over the next twelve 
months, meaning that fewer than 8% of these fellow human 
beings will have access to Provenge® before they die. 

hoW thE FDA stiFLEs nEW CAnCEr  
Drug DEvELoPmEnt 

When an experimental therapy prolongs life by only a few 
months in advanced cancer cases, the public often assumes 
the treatment is of little value. 

The reason new cancer therapies often show mediocre 
results in clinical studies is that the FDA mandates that 
these new drugs only be tested in advanced-stage patients 
who have failed currently approved therapies. This creates 
a major obstacle because therapies that might cure cancer 
(or induce durable remissions) if used in earlier stages may 
be ineffective in advanced stages of the disease.

Once the drug is approved, however, it can be used (off-
label) sometimes more effectively in treating earlier-stage 
disease patients. It can also be used in combination with 
other therapies to yield better survival results, something 
that is usually not allowed in clinical trial designs the FDA 
tightly controls. 

The reason that it is so difficult to kill advanced-stage, 
treatment-resistant cancers is that they have mutated and 
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acquired multiple survival mechanisms. These advanced-
stage cancer cells are thus extremely difficult to eradicate 
with any therapy.

Now that Provenge® has been approved by the FDA, 
innovative oncologists can prescribe it for early-stage 
prostate cancer patients whose cancers have not developed 
a resistance to androgen deprivation therapy. These ear-
lier-stage patients may respond better than the advanced 
hormone refractory cases on which the drug was tested in 
the clinical trials. 

When one understands the many roadblocks the FDA 
erects against promising cancer treatments, it becomes 
clear why more effective therapies have not been discov-
ered to eradicate this insidious disease.

In an ideal setting, Provenge® would have been made 
available to those who wished to “opt-out” of the FDA’s 
regulatory stranglehold, and we would have learned long 
ago how effective Provenge® therapy was against a wide 
range of prostate cancers. 

At this point, we don’t even know how effective 
Provenge® will be outside the clinical study setting. Not 
all drugs shown effective in tightly controlled studies are 
as efficacious in the real world. Getting drugs out faster 
will enable those dealing with real-world cancer patients to 
ascertain safety and efficacy. 

FDA intErFErEnCE WorsE thAn WhAt most  
ExPErts think

For the past 30 years, Life Extension® has identified effec-
tive medications that languished too long in the FDA’s 
archaic approval process.

When lifesaving new drugs are delayed, the inevitable 
consequence is needless human suffering and death. An 
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equally insidious problem is the chilling effect that bureau-
cratic roadblocks have on the development of better drugs 
that might cure the disease. 

Just imagine the difficulty of raising the tens of mil-
lions of dollars needed to get a new cancer drug into the 
approval pipeline when prospective investors see the FDA 
delay a drug with documented efficacy for eight years, as 
was done with Provenge®. 

Another problem with the FDA’s unpredictable approval 
pattern is the outrageous cost of cancer drugs that do 
make it to market. Insurance companies do not always 
pay for these new drugs, thus forcing desperate can-
cer victims to pay out-of-pocket for new drugs that can 
exceed $12,000 per month. The media has reported on 
heart-wrenching stories of cancer patients who choose to 
die rather than condemn their families to bankruptcy in 
order to pay these costs. 

It’s easy to point fingers at drug companies for charging 
such extortionist prices, but the harsh reality is that get-
ting these medications approved by the FDA is so costly 
and risky that the high prices can arguably be justified by 
the inefficient drug approval process that now exists. 

Why Drugs LikE ProvEngE® tAkE  
so Long to APProvE

The fundamental problem with today’s byzantine drug 
approval process is bureaucratic inefficiency and corruption. 

What the public does not understand is that when a new 
therapy like Provenge® is being considered for approval, com-
panies selling older (less effective) drugs have a tremendous 
incentive to block the better medicine. It can be quite cost-
effective to persuade the FDA to erect barriers against newer 
therapies that compete with highly profitable existing drugs. 
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Allegations ran rampant that the FDA delayed Provenge® 

because large pharmaceutical companies did not want to lose 
revenue from toxic chemotherapy drugs that advanced pros-
tate cancer patients were forced to use in lieu of Provenge®. 

Bureaucratic ineptitude has been highlighted by the fail-
ures of the Securities and Exchange Commission (SEC) to 
prevent widespread financial fraud.14 As you may know, 
even when outsiders conducted meticulous investigations 
and handed cases like that of Ponzi schemer Bernie Madoff 
to the SEC on a silver platter, the SEC did nothing to stop 
Madoff from defrauding more victims. 

When complaints are made about FDA drug delays, a 
knee-jerk response from some in Congress is, “we need to 
give the FDA more money.” It is regrettable that politicians 
can’t see past the simple fact that providing more money 
and power to incompetent and corrupt agencies results in 
more incompetence and corruption.

this is no LongEr A DEBAtABLE issuE

Provenge® is by no means the first drug Life Extension® 
recommended years or decades before the FDA permitted 
it to be sold to Americans. For example, we fought for 
nearly two decades to force the FDA to approve ribavirin 
as an adjuvant treatment for hepatitis C, and low-dose 
aspirin for heart attack prevention. In both cases, we 
faced criminal investigations by FDA agents who felt it 
more productive to put us in jail rather than approve 
these lifesaving therapies.

Sadly, most of the drugs Life Extension® has identi-
fied as having probable efficacy are never allowed on the 
American market because the sponsor company runs out 
of money jumping over the FDA’s impossibly high regula-
tory hurdles.
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PotEntiAL oF ProvEngE® rECognizED  
Long BEForE FDA APProvAL

In 2002, Stephen Strum, MD and Donna Pogliano, the signifi-
cant other of a man with prostate cancer, published a book 

entitled The Primer on Prostate Cancer (Life Extension® Media, 
2002). Within that outstanding guide to prostate cancer diag-
nosis and management, a section was devoted to “Treat-
ments on the Horizon.” The very first treatment discussed in 
detail was Provenge®. 

We now know that if Americans had the freedom to try 
Provenge® as early as the year 2002, countless numbers of pre-
mature deaths could have been prevented. (The Primer on Pros-
tate Cancer is still in print and available from Life Extension®.)

The FDA now says (in 2010) that Provenge® is effective in 
prolonging survival in men with advanced prostate cancer. 
That means the drug was also effective in the year 2002, when 
the FDA first suppressed it.

With Provenge® (and many other drugs), there is noth-
ing more to debate. The FDA’s delay of this one drug caused 
the equivalent loss of over 1,000 entire lives. This is the same 
as terrorists killing 1,000 newborn babies, yet no one in the 
media even suggested that the FDA was tardy in approving 
Provenge®. Americans can no longer tolerate this ongoing 
atrocity, either from a financial or morality standpoint.

WhAt you CAn Do to stoP  
nEEDLEss CAnCEr DEAths

Scientists have identified novel ways of treating cancer, but 
too little of this new technology is being used in clinical 
practice. When new discoveries are made, drug companies 
spend years seeking a patent, and then more years carrying 
the drug through the cumbersome bureaucratic approval 
process. A major reason so many cancer patients die today is 
an antiquated regulatory system that causes effective thera-
pies to be delayed (or suppressed altogether).
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This system must be changed if the 1,500 American can-
cer patients who would perish each day are to have a real-
istic chance of being saved. 

Our longstanding proposal has been to change the law 
so that anyone can opt out of the FDA’s umbrella of “pro-
tection.” This approach will allow companies to sell drugs 
that have demonstrated safety and a reasonable likelihood 
of effectiveness, which are clearly labeled “Not Approved 
by the FDA.” Patients who wish can still use only FDA-
approved drugs, while those willing to take a risk, in con-
sultation with their doctors, will be allowed to try drugs 
shown to be safe that are still not approved. 

We believe that this initiative will result in a renaissance 
in the practice of medicine similar to the computer tech-
nology revolution of the past three decades. In the liber-
ated environment we propose, many lethal diseases will 
succumb to cures that are less expensive than is presently 
the case. And greater competition will help eliminate the 
healthcare cost crisis that exists today.

Today’s broken system results in terminally ill people 
learning of scientific discoveries that might well cure their 
disease, but sadly hearing their newscaster say the ther-
apy is years away from FDA approval. We think that seri-
ously ill people, in consultation with their doctors, should 
be able to make up their own minds about what drugs they 
are willing to try. 

LEgisLAtion thAt WouLD hAvE mADE  
LiFEsAving thErAPiEs AvAiLABLE soonEr 

For the past three decades, Life Extension® has sought 
to expose an insidious drug approval process that causes 
human beings to die, even though effective therapies to 
treat their diseases already exist.
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thE ABigAiL ALLiAnCE: A rELEntLEss CAmPAign  
to rEForm thE FDA

The Compassionate Access Act of 2010 was introduced into 
Congress based on the relentless efforts of an organiza-

tion called The Abigail Alliance. 
This non-profit organization was founded based on the 

heart-wrenching events surrounding a young girl (Abigail 
Burroughs) who was denied access to what the FDA now 
admits is an effective cancer drug.

Abigail Burroughs was diagnosed at age 19 with a squamous 
cell carcinoma that had invaded her neck and lungs. Abigail 
was an honor student and high school athlete, a confident 
yet humble person who was wise beyond her years. And she 
was compassionate, devoting much of her young life to char-
ity work, making beds at homeless shelters and creating a free 
tutoring program for 50 families who couldn’t afford tutors. 
Abigail had a great love of life and a deep respect for all beings. 

Not long after her diagnosis, the Burroughs family learned 
of an investigational cancer drug that showed good response 
in early trials. Abigail’s prominent oncologist at Johns Hop-
kins Hospital believed the drug had a significant chance of 
saving her life. But every effort on the part of her family, phy-
sician, and supporters to procure the drug for Abigail failed. 
She was ineligible for a clinical trial and the drug company 
couldn’t provide it for her for compassionate use. The FDA 
was unmoved by her life-and-death situation.

In November 2000, Abigail was recovering from a round of 
chemotherapy and radiation treatment when she said to her 
father, “Dad, if I make it, I’d like you and I to devote our lives to 
helping people with cancer and other illnesses where there’s 
an unmet need.” After seven months of battling to acquire 
the experimental drug for Abigail, she died, her young life 
tragically cut short by an indifferent system that has cost an 
untold number of lives. The drug was later approved by the 
FDA as being effective against her type of cancer.
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Hours after she died, through his tremendous grief, her 
father Frank Burroughs realized that the inability of seriously 
ill patients to obtain effective drugs still under study was a 
critical unmet need. His daughter had wanted to help not 
only herself, but others like her, and Burroughs knew then 
that he had to continue fighting the system. 

Burroughs explained, “Hundreds of thousands of Amer-
icans die every year awaiting drug approval, a catastrophe 
of immense proportions. I said to myself, ‘Why should I quit 
now? There are other people out there who are just as pre-
cious as Abigail.’ She had planted the seed of an idea. She was 
the embodiment of the unmet need. But we certainly weren’t 
the only ones.” 

To learn more about the Abigail Alliance, log on to: http://
www.abigail-alliance.org/.

The Compassionate Access Act of 2010 (H.R. 4732) did not pass 
in the 111th Congress, but its supporters plan to reintroduce it.

The FDA is able to suppress innovative therapies because 
the public has failed to demand that our elected officials 
rein in the FDA’s arbitrary authority. The first step in 
changing today’s outmoded system is to communicate the 
urgent need for change to Congress.

A bill titled the Compassionate Access Act of 2010 (H.R. 
4732) was introduced into the House of Representatives 
in 2010.16 This bill would have amended the Food, Drug, 
and Cosmetic Act to create a new conditional approval 
system for drugs, biological products, and devices for 
seriously ill patients.

While this bill would not have enabled patients to 
“opt-out” of the FDA’s regulatory stranglehold, it was an 
important first step that will demonstrate that human 
lives can be spared if earlier access to experimental thera-
pies is permitted.
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We expect this bill will be reintroduced and will encour-
age Life Extension® supporters to support it, as passage 
of this legislation will enable cancer patients (and others 
with serious diseases) to obtain therapies far enough along 
in the clinical trials process to be deemed safe, but not yet 
approved by the FDA.

We at Life Extension® have long contended that any 
person with a serious illness should have the individual 
right to choose therapies that have not yet received offi-
cial FDA approval.
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Deadly FDa neglect

You might be surprised to learn that the leading cause 
of acute liver failure in the United States is neither 
alcohol abuse, nor viral hepatitis.

The number one reason Americans suffer acute liver fail-
ure is a drug the FDA has allowed to be sold for decades 
after its lethal toxicities were known.1

This drug is available over-the-counter and in prescrip-
tion combinations. In many cases, those ingesting this 
toxic drug (under various brand names) don’t even know 
they are taking it. 

The FDA has bent over backwards to protect billions of 
dollars of profits earned annually by pharmaceutical com-
panies who sell this deadly drug. 

As the body count mounted in 2009, the FDA was forced 
to mandate a lower dosage and remove it from prescrip-
tion combinations that were particularly lethal.2

The FDA’s feeble actions to appease critics are too little 
and far too late. The reduced dose will spare some lives, but 
this toxic drug will still inflict a considerable death toll. The 
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fact that this carnage has gone on for decades confirms the 
FDA’s blatant failure to protect the public. 

WhAt CALLED my AttEntion to this Drug-inDuCED 
BLooDBAth?

Back in the early 1980s, I was having one of my all-night 
brainstorming sessions with scientists who routinely think 
“outside the box” when it comes to medical issues. One of 
these scientists enlightened me as to the mechanism by 
which the pain reliever acetaminophen causes liver damage. 

When acetaminophen is ingested, a rapid depletion of 
glutathione in the liver occurs.3,4 The result of glutathione 
depletion is free-radical destruction of liver cells.5–9 The sci-
entists I spoke with suggested that Life Extension® make a 
combination product of acetaminophen and N-acetyl cys-
teine (a glutathione-enhancing amino acid). According to 
these scientists, this would probably eliminate virtually all 
acetaminophen-related acute deaths.10–14

Since acetaminophen and N-acetyl cysteine are both sold 
over-the-counter, you might think that making a “safer” 
acetaminophen formula would not be difficult.

There is one problem. The FDA prohibits combining 
existing drugs and dietary supplements unless a New 
Drug Application is filed, tens of millions of dollars of clin-
ical studies are performed, and the FDA agrees to allow 
the combination to be sold. The whole process can cost 
upwards of $100 million and take a decade to complete.

So, by bureaucratic edict, a safer form of acetaminophen 
never made it to market. 

FDA throWs us in JAiL!

In the late 1980s, the FDA began raiding our facilities for the 
purposes of gathering evidence to put my colleagues and me 
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in jail. According to the FDA, our products were not approved 
by the agency and were therefore inherently unsafe. 

We fought back by showing that not only were the prod-
ucts we recommended safe and effective, but that many of 
the drugs the FDA claimed to be safe were really poisons!

We were indicted in the early 1990s under charges that our 
product recommendations violated the FDA’s coveted regu-
latory structure, which included having approved labeling so 
consumers and their doctors could safely use these products. 

my WEEkLy rADio shoW

In response to those who believed the FDA’s fabricated 
attacks against us, I set up my own radio show on one of 
the largest stations in South Florida. 

Almost every week I would identify a drug the FDA 
approved as “safe” and reveal just how dangerous it really 
was. I would then discuss ways to make these drugs safer, 
such as taking coenzyme Q10 if a statin cholesterol-low-
ering drug were needed. It was known way back then that 
statin drugs interfere with CoQ10 synthesis in the body.15 
By taking supplemental CoQ10, those taking statin drugs 
could replenish their bodies with this life-sustaining nutri-
ent that is depleted by statins and aging. 

In recalling my conversations with forward-thinking 
scientists in the early 1980s, I researched acetaminophen 
and was astounded by the multiple toxic effects this drug 
inflicts on the liver,16–20 kidney,21–26 and other organs.27–29

When I went to the pharmacy to check out the labeling, 
there were no warnings required by the FDA to indicate 
this drug’s lethal side effects. 

So here I was facing decades in prison for recommend-
ing products that did not have FDA-approved labeling, 
yet the FDA did not require labeling for one of the most 
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dangerous drugs on the market to warn consumers about 
its lethal effects.

These egregious disparities were not lost on prosecutors, 
who eventually dismissed the FDA’s flawed indictments 
against us. 

Just hoW DAngErous is ACEtAminoPhEn?

Each year, acetaminophen poisoning results in 100,000 
calls to poison control centers, 56,000 emergency room 
visits, 26,000 hospitalizations, and more than 450 deaths 
from liver failure.30

Acetaminophen’s deadly effects extend beyond the liver. 
Regular users of acetaminophen may double their risk of 
kidney cancer, a disease that kills 12,000 Americans each 
year.25, 26, 31–33 The incidence of kidney cancer in the US has 
risen 126% since the 1950s,34 a jump that may be tied to 
the growing use of drugs containing acetaminophen and 
its metabolites.

Because acetaminophen generates damaging free radi-
cals throughout the body, it may very well increase the risk 
of many age-related diseases. In fact, scientists can consis-
tently induce cataracts in the eyes of laboratory animals by 
giving them acetaminophen.35 They consider acetamino-
phen a “cataractogenic agent.” Interestingly, if antioxidants 
are provided to the animals, the cataract-inducing effects36–40 
of acetaminophen are often completely neutralized.41, 42

Just imagine how the FDA would respond if a dietary sup-
plement caused even a few of these adverse reactions. The 
FDA would immediately shut down the company and proba-
bly pursue criminal charges against the owners. Not so with 
acetaminophen. Since it is “approved” by the FDA, little has 
been done until now to restrict consumer access to it. 
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FDA sCiEntiFiC ADvisory PAnEL  
rECognizEs risks

In 2009, an outside advisory panel recommended that the 
FDA ban narcotics containing acetaminophen.43 The panel 
also recommended that the amount of acetaminophen 
contained in OTC products be reduced.

The FDA’s response to its own Scientific Advisory Panel 
was to implement some changes to protect Americans 
against the liver damage inflicted by over-the-counter and 
prescription acetaminophen drugs.44, 45 No mention was 
made about combining acetaminophen with N-acetyl cyste-
ine to protect against glutathione depletion and subsequent 
free radical-induced liver damage. There was also no men-
tion about the other health problems (like kidney failure 
and kidney cancer) potentially caused by acetaminophen. 

The most popular acetaminophen-containing drug is 
Tylenol®, and its makers wasted no time in running full-
page ads proclaiming that Tylenol® remains the “safest” 
pain-relieving drug on the market. There appears to be 
no limit to how low pharmaceutical companies will sink 
to protect their immoral profits. To imply that acetamino-
phen is “safe” is a scientific contradiction.

ACEtAminoPhEn AnD thE FDA:  
A sorDiD history

The 2009 announcement about acetaminophen’s deadly 
effects is not the first time an independent group of doc-
tors recommended the FDA do something about this drug. 

In 2002, another independent advisory committee com-
missioned by the FDA urged that warnings be put on the 
labels of acetaminophen drugs.46,47 The FDA said no to 
its own scientific advisors. Instead, the FDA budgeted a 
mere twenty thousand dollars29, 30 to develop material that it 
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hoped would be run in magazines and distributed by phar-
macy chains for free!48 This is the bureaucratic equivalent 
of doing nothing. 

By 2004, the FDA capitulated to scientific pressure and 
mandated a minimal warning be placed on acetaminophen 
labels, which did nothing to stop the slaughter caused by 
this deadly drug.49

FDA shouLD hAvE knoWn ABout kiDnEy toxiCity

The painkiller drug phenacetin was taken off the market 
long ago because of its severe kidney toxicity and its associa-
tion with an increased risk of bladder cancer.50–54 Acetamin-
ophen is the major metabolite of this banned drug, meaning 
that phenacetin’s destructive properties may have been 
caused by its breakdown to acetaminophen in the body. So 
while phenacetin was withdrawn because too many peoples’ 
kidneys were shutting down, the FDA had no problem let-
ting its major metabolite (acetaminophen) be freely mar-
keted without any consumer warning whatsoever. 

If acetaminophen is responsible for even a small per-
centage of the overall annual kidney cancer cases, the 
FDA’s failure to restrict this one drug may have killed tens 
of thousands of Americans from this one disease alone! 

As history has taught us, when a highly profitable drug 
turns out to be a lethal killer, the FDA’s first response is to 
safeguard pharmaceutical economic interests. Consumer 
protection is a secondary issue. 

it is “imPossiBLE” For thE FDA to  
ProtECt thE PuBLiC

Life Extension® warned about the lethal dangers of acet-
aminophen-containing drugs almost 20 years ago. The FDA 
carefully listened to each one of my radio shows hoping to 
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identify new criminal charges they could bring against me, 
but did nothing to alert the public about acetaminophen’s 
deadly side effects. Even when national news broadcasts 
reported on real-life victims who died from acetamino-
phen, the agency responsible for protecting Americans 
against unsafe drugs stood still. Why was that?

As most of you know, pharmaceutical interests exert tre-
mendous control over the FDA. Employees of the FDA are 
offered lucrative pharmaceutical jobs upon retirement and 
are heavily lobbied by drug companies while working at 
the agency.

Members of Congress charged with overseeing the FDA 
are also inundated by pharmaceutical industry lobbyists 
and campaign contributions. When the safety of a drug as 
popular as acetaminophen is challenged, you can be cer-
tain pharmaceutical companies will pull out all the stops to 
make sure the government does not ban it.

Even when the FDA proposes stricter labeling on drugs 
like acetaminophen, pharmaceutical lobbyists besiege the 
FDA and Congress to make these warnings so benign that 
the public largely ignores them.

The degree of political influence involved in FDA decision-
making results in it being impossible for the agency to use 
scientific evidence to protect Americans against unsafe drugs. 

As I described earlier in this article, those not beholden 
to the pharmaceutical cartel learned of acetaminophen’s 
lethal effects decades ago—and even came up with preven-
tive antidotes (such as N-acetyl cysteine). Yet to this day, 
acetaminophen continues to poison huge segments of the 
American public who still are unaware of how toxic this 
drug really is.
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ALL PAin-suPPrEssing mEDiCAtions ArE toxiC

To relieve chronic pain, toxic doses of all approved anal-
gesics are often required. That argument has been used 
by acetaminophen makers to state that if patients have to 
switch to other FDA-approved drugs (such as ibuprofen or 
Celebrex®), then users will die from other causes, such as 
stomach bleeding and heart attacks.

We don’t disagree that all FDA-approved pain relievers 
are dangerous and only minimally effective. We question 
why conventional doctors liberally prescribe toxic anal-
gesics without seeking to alleviate the underlying cause 
of the pain. 

In some cases, chiropractic care can result in functional 
and symptom relief of chronic pain. Certain dietary sup-
plements such as gamma-linolenic acid (from borage oil),55 
high-dose fish oil,56, 57 MSM (methylsulphonylmethane),58, 59 
and Korean Angelica extract60,61 have demonstrated remark-
able pain- relieving effects in peer-reviewed published scien-
tific studies.

In 2009, we introduced an infrared heating pad that 
delivers a steady stream of soothing warmth deep into 
the tissues. We sold ten times more of these infrared pads 
than we expected, and have received remarkable testimo-
nials back from users. The number of these infrared pads 
we shipped out indicates how many people suffer from 
chronic pain. Unfortunately, the FDA decided to ban the 
importation of this product until the company completes 
lengthy and burdensome registration requirements, so 
many of those suffering chronic pain will have no choice 
but to resort to toxic drugs the FDA allows to be freely 
sold. We will let you know if and when these infrared 
heating pads ever become available.
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FrEE mArkEt morE EFFECtivE thAn FDA

For more than a century, consumers have been misled 
into believing the FDA protected them against dangerous 
drugs. The harsh reality is that the FDA functions to pro-
tect the economic interests of the pharmaceutical estab-
lishment, while trampling on the rights of Americans to 
access safer and more effective natural therapies. 

uPDAtE: thE FDA FinALLy ACts . . .  
But too LittLE, too LAtE

It has taken almost twenty years from our initial warning, 
but in January 2011 the FDA finally announced that it will 

limit the amount of acetaminophen allowed in prescription 
painkillers such as Vicodin® and Percocet®. The FDA is also 
asking makers of acetaminophen to add the strongest pos-
sible warning—a black box—to their labels about the possi-
bility of severe liver damage.

Strangely, this dose reduction and black box warning 
will not apply to over-the-counter acetaminophen prod-
ucts like Tylenol® and hundreds of cold, flu, and other pain 
relievers sold to unsuspecting consumers with no physician 
supervision.

The mandates on prescription acetaminophen drugs will 
be phased in over three years, meaning the FDA is in no hurry 
to protect Americans from prescription acetaminophen’s 
deadly effects.

These new FDA mandates are less stringent than what its 
own scientific advisory committee recommended, which 
wanted prescription drugs like Vicodin® and Percocet® to be 
banned altogether.

All of this provides another piece of irrefutable evidence 
that the FDA functions to protect the outrageous profits 
of pharmaceutical companies like Johnson and Johnson 
instead of the lives of innocent Americans.
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How much more FDa 
Abuse can americans 

tolerate?

I have exposed so many horrific scandals within the FDA 
that even I thought the agency couldn’t get any worse. I 
thought wrong!
At the heart of the FDA’s rationale for existence is its 

supposed ability to evaluate findings from human clini-
cal drug trials. The FDA’s ultimate decision to approve or 
reject a new drug is based on how the drug performs in 
human trials. 

If you ever wonder why a drug works so well in clinical 
trials, but then inflicts lethal side effects (and only medio-
cre efficacy) after FDA approval, one part of the answer is 
that the clinical trials themselves are often fraudulent.1–9

In a revelation widely reported by the news media, a crooked 
clinic helped conduct 170 drug studies for nearly every major 
pharmaceutical company and routinely falsified data and 
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patient records. The clinic’s criminal conduct rendered the 
findings from the human trials they conducted meaning-
less. The FDA relied on these fraudulent findings, however, to 
approve drugs used by tens of millions of Americans.10 

FDA LEts CriminALs ovErsEE CLiniCAL triALs

The shocker is that after federal agents raided this clinic 
and those who perpetrated these illegal acts pleaded guilty 
to fraud, the FDA did not ban them from participating in 
additional human clinical drug trials!11

According to federal law, the FDA had five years from the 
criminal conviction to ban the perpetrators from conduct-
ing further drug research. In this case, the FDA did noth-
ing for over four years, and then sent the revocation notice 
to the wrong address. The result is that those involved in 
these criminal acts are free to continue conducting human 
clinical trials.12

When Congress learned of the FDA’s gross incompe-
tence, they conducted their usual hearings in which FDA 
officials are subpoenaed to appear before a Congressional 
oversight committee to explain how such a blatant error 
could occur.

Congressional investigators found the FDA pays little 
attention to its responsibilities to ban researchers con-
victed of fraud and is totally disorganized about carrying 
out revocation procedures.13

The General Accounting Office reviewed 18 instances of 
research fraud and found the FDA took between one and 11 
years to ban these criminals. FDA negligence enabled those 
convicted of fraud to conduct human experimentation for 
years.12,14 Is it any wonder why so many FDA-approved drugs 
kill their users either from side effects or lack of efficacy? 
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thE urgEnt nEED For rADiCAL FDA rEForm

If radical FDA reform is not enacted, most people reading 
this article will suffer premature aging and death. 

This book Pharmocracy provides a plethora of irrefutable 
facts that provide Congress with a basis to radically reform 
the FDA so as to remove its compulsory and incompetent 
dictatorial power to prevent Americans from accessing 
safe medications. 
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March 2010

Drug company Pleads 
Guilty to Health Fraud

Life extension® has spent the last three decades expos-
ing horrific financial and scientific fraud perpetrated 
by the pharmaceutical industry and the FDA.

We have revealed how pervasive pharmaceutical deceit 
infiltrates government, academia, and the media, causing 
consumers to pay outrageous prices for dangerous drugs 
that provide little or no benefit. 

In an unprecedented development, a pharmaceutical 
giant has pled guilty to a felony with the intent to defraud, 
and its parent has agreed to pay a record $2.3 billion to 
reimburse Medicare, Medicaid, and other agencies for drugs 
that were marketed in violation of various federal laws.1

For those who labor under the misconception that phar-
maceutical companies serve benevolent purposes, the 
multiple criminal counts you are about to read will eradi-
cate this fallacy.
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LEthAL Drug iLLEgALLy PromotED At highEr thAn 
ALLoWED DosEs

Most of you are familiar with the Vioxx® scandal, in which 
pharmaceutical giant Merck has spent billions of dollars 
defending and settling lawsuits showing that the deadly dan-
gers of this drug were known long before it was withdrawn. 

A lesser-known arthritis drug in this category called 
Bextra® was also withdrawn because of increased risks of 
heart attacks and strokes, as well as deaths, in patients for 
whom it was prescribed it.2–4 

In a startling admission, a subsidiary of pharmaceutical 
behemoth Pfizer has pled guilty to a criminal charge that 
it fraudulently sold Bextra® not to treat arthritis, but to be 
used in higher doses to relieve acute surgical pain.5

Even at the usual dose, Bextra® inflicted fatal side effects. 
In a 2004 analysis presented at the American Heart Asso-
ciation, Bextra® was shown to more than double the risk of 
heart attack or stroke. The lead author of this study com-
mented, that “This is a time bomb waiting to go off.”6

The record financial payout by Pfizer is not the result of 
the fact that Bextra® injured or killed arthritis patients. 
It is, rather, to settle government claims that Pfizer ille-
gally promoted the sale of Bextra® for uses and dosages 
that the FDA specifically declined to approve due to safety 
concerns. Of the total settlement, $1.195 billion repre-
sents a fine for the fraudulent marketing of Bextra®—the 
largest criminal fine ever imposed in the United States for 
any matter. 

LiFE ExtEnsion® mEmBErs LEArnED oF thEsE 
DAngErs yEArs EArLiEr

Years before the public learned about the dangers of 
Vioxx® and Bextra®, the Life Extension Foundation® warned 
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its members that these drugs would create lethal havoc in 
the body. 

The reason is that by selectively blocking the cyclooxy-
genase-2 (COX-2) enzyme, an imbalance is created that 
results in increased amounts of thromboxane A2 and leu-
kotriene B4 being produced.7–9 

Thromboxane A2 promotes abnormal arterial blood 
clots, the leading cause of acute heart attack and stroke.10 

Leukotriene B4 inflicts massive inflammatory damage to 
the arterial wall and other tissues of the body.11

COX-2 inhibiting drugs like Vioxx® and Bextra® can 
increase thromboxane A2 and leukotriene B4, unless 
healthy dietary changes are instituted. This means reduc-
ing or eliminating from one’s diet arachidonic acid-rich 
foods (egg yolk, red meat, poultry, and dairy), high-glyce-
mic index carbohydrates, and omega-6 fats. The adverse 
effects of COX-2 inhibiting drugs may also be mitigated by 
taking a low-dose aspirin tablet each day, along with fish 
oil and curcumin.12–14

Based on these deadly underlying mechanisms, Life 
Extension® knew that Vioxx®, Bextra®, and other drugs 
in this category would kill thousands of unsuspecting 
patients. Arrayed against us were pharmaceutical com-
panies that spent billions of dollars misleading consum-
ers and doctors into believing these drugs were “safer” 
than aspirin. 

We don’t believe the government even realizes how 
many needless deaths may have occurred as a result of the 
unauthorized and illegal promotion of Bextra®. The gov-
ernment focused its criminal charges instead on paper-
work violations and financial losses to Medicare and Med-
icaid, not the patients injured by the illegal sale of this 
lethal drug.
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CAsh kiCkBACks PAiD to DoCtors  
to PrEsCriBE Drugs

Part of the $2.3 billion settlement involves allegations that 
Pfizer paid doctors kickbacks to induce them to prescribe 
the following drugs:

Drug indication

Aricept® Alzheimer’s

Celebrex® Arthritis

Lipitor® High Cholesterol and LDL

Norvasc® Hypertension

Relpax® Migraine

Viagra® Impotence

Zithromax® Antibiotic

Zoloft® Depression

Zyrtec® Allergy

The government’s complaint describes how Pfizer com-
pensated doctors to prescribe these drugs in some instances 
by providing cash payments, or so-called “gifts,” such as 
travel, entertainment, and meals. Illegal remuneration 
was also allegedly paid to doctors in the form of speaker 
fees, mentorships, preceptorships, and journal clubs. 

When one reviews the diverse list of drugs that Pfizer is 
claimed to have paid doctors to prescribe, it is no wonder 
they grew to become the largest pharmaceutical company 
in the world.

PhysiCiAns PAiD to iLLEgALLy PrEsCriBE Drugs

It’s one thing to break the law by paying doctors to pre-
scribe drugs that at least have some degree of documented 
efficacy, but Pfizer went further than this. 

The government’s complaint describes how Pfizer cre-
ated new uses for its patented drugs and then engaged 
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in all kinds of devious schemes to illegally promote these 
“new uses” to physicians. For instance, Pfizer claimed its 
drug Lyrica® was superior to lower-cost generic medica-
tions that treat neuropathic and surgical pain, and then 
illegally compensated doctors to prescribe Lyrica® for 
these indications.15

Geodon® is a drug approved to treat schizophrenia 
or acute bipolar mania, but the government outlined in 
its complaint that Pfizer was inappropriately and ille-
gally promoting it for use in children and adults to treat 
autism, attention deficit hyperactivity disorder, mood 
disorders, and depression. The government contended 
that Pfizer illegally promoted Geodon® at dosages that 
were off-label and “offered and paid illegal remuneration 
to healthcare professionals to induce them to promote 
and prescribe Geodon® in violation of the Federal Anti-
Kickback Statute.”16

Zyvox® is an antibiotic Pfizer makes to treat deadly anti-
biotic-resistant MRSA staph infections. The settlement 
agreement outlined various alleged misconduct relating 
to the illegal marketing of this drug, including how Pfizer 
falsely advertised that Zyvox® was superior to generic van-
comycin and then illegally paid doctors to prescribe it.17

PFizEr gEts By With A sLAP on thE Wrist 

In the settlement agreement, Pfizer only has to agree to 
admit to the Bextra® criminal charge. In exchange for paying 
a total of $2.3 billion, Pfizer is allowed to claim a denial of the 
government’s other allegations. 

To give you an idea what a drop in the bucket this pay-
out is to Pfizer, when a one-time tax break was given 
to corporations that repatriated offshore profits, Pfizer 
brought back $37 billion of cash stashed away from its 
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foreign operations.18 Pfizer did this because the tax rate 
was only 5.25% that year. Considering how much more 
they made in their largest market (the United States), 
writing a $2.3 billion check to settle these massive fraud 
claims is pocket change to a company the size of Pfizer. 

This is not the first time Pfizer was caught committing 
these illegal acts. Prosecutors noted that this was Pfizer’s 
fourth such settlement since 2002.1 In fact, according to 
the US Attorney, while Pfizer was negotiating deals over 
past misconduct, they were continuing to violate the same 
laws with other drugs.19

Contrast Pfizer’s “slap-on-the-wrist” fine to what the 
FDA does to those who practice alternative medicine. 
Under far less egregious circumstances, the government 
seizes everything owned by alternative practitioners and 
often threatens harsh jail sentences.

Drug ComPAniEs PAy ghostWritErs 

According to a study released by editors of the Journal of 
the American Medical Association, drug companies pay doc-
tors with prestigious university affiliations to put their 
name on so-called “scientific papers” that are written by 
ghostwriters.20

These pharmaceutical company-financed articles, care-
fully calibrated to sell expensive prescription drugs, slip by 
the peer-review process and make it into the top medical 
journals. Not only do these articles influence physicians’ 
prescribing practices, but they are often picked up by the 
media, which then runs favorable news articles about these 
deceptively promoted drugs. 

As Life Extension® reported last year, the drug com-
pany Wyeth faces 8,400 lawsuits from women who claim 
Premarin® or PremPro® caused them to become ill. Court 
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documents from these cases reveal that Wyeth paid ghost-
writers to produce 26 “scientific” papers supporting the 
use of their dangerous female hormone drugs.21

The Wyeth-funded articles extolled purported benefits 
of these unnatural hormone drugs while downplaying 
their lethal risks. Nowhere in these articles was Wyeth’s 
role in initiating and paying for them disclosed. 

Court documents show how Wyeth contracted with pri-
vate companies to outline articles, draft them, and then 
solicit top physicians to sign their names, even though 
many of the doctors contributed little or no writing to 
them. These tainted articles were published in medical 
journals between 1998 and 2005, and helped generate bil-
lions of dollars of sales for Wyeth.21

The latest corroboration of large-scale drug company-
induced ghostwriting substantiates what Life Extension® 
uncovered decades ago: drug companies manipulate scientific 
data to deceive doctors into prescribing dangerous drugs.

If you wonder how pharmaceutical companies have been 
able to defraud the American public for so many decades, 
look no further than the incestuous relationship they 
maintain with the FDA. By providing the pharmaceutical 
industry a virtual monopoly over drug sales in the United 
States, as the FDA does, consumers have only limited 
options when they contract a serious illness.

Those who offer alternatives to FDA-approved drugs 
often find themselves under criminal or civil investigation 
by any number of federal agencies, thus impeding or out-
right blocking their ability to compete against pharmaceu-
tical behemoths. 
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September 2009

Why american Healthcare 
is Headed for collapse

While politicians debate a wide range of financial 
issues, the most dangerous threat to the United 
States economy is ignored as if it did not exist. 

The reason you don’t hear about this problem is that no 
one seems to know how to solve it.

I will briefly review this impending disaster and then 
provide some real world solutions. For the benefit of 
new members, the Life Extension Foundation® predicted 
today’s healthcare cost crisis back in the early 1980s. Our 
prophetic warnings were ridiculed at the time, but events 
over the past decade document the financial train wreck 
we fought so hard to prevent.

Discussions rage today about how to provide universal 
healthcare. Overlooked is the fact that the government 
will soon be unable to pay the medical costs it is already 
on the hook for. Not only do 40 million Americans depend 
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on these government-funded programs, but these indi-
viduals have already paid for them with their Medicare 
tax dollars.

thE mAgnituDE oF this issuE

Very soon, Medicare will start paying out more in hospi-
tal bills than the premiums (taxes) it will collect. When 
that time arrives, the federal government will have to tap 
some other source to cover this gargantuan unfunded lia-
bility. One obstacle is that the federal government is over 
$11 trillion in debt and is projected to run trillion dollar 
deficits for the next several years. If these numbers sound 
high, they pale in comparison to Medicare’s unfunded lia-
bility of $34 trillion.

To put this in perspective, the government collects only 
about $2 trillion each year in total tax revenue (including 
Medicare premium taxes).1 There are virtually no reserve 
funds left to pay promised Medicare (and Medicaid) ben-
efits. The government is relying on the money it takes in 
each day to cover its enormous Medicare cost burden.

As the country ages, Medicare will devour huge chunks 
of US economic output and eventually overwhelm every 
other item on the federal budget. While politicians stick 
their heads in the sand and disregard this issue, no one 
can argue against the math showing a financial disaster of 
unprecedented magnitude.

mEDiCArE sCAms

The government points to rampant fraud as one reason 
behind Medicare problems. It is estimated that 20% of 
every dollar Medicare pays out goes to criminals who sub-
mit claims for nonexistent or bogus services. For example, 
it was recently discovered that Medicare paid out $100 
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million for wheelchairs, canes, prescription drugs, and 
other items prescribed by dead doctors.2 In other words, 
people working at doctor’s offices pretended their doctors 
never died and falsely billed Medicare for medical treat-
ments that were never rendered.

The government brags when it cracks down on Medi-
care fraud, but they only catch a fraction of the crimes per-
petrated. The reality is that the living con artists defraud 
Medicare out of far more than dead doctors do.

What the government does not like to admit is that 
another 20% of Medicare dollars are paid out in the form 
of overpayments to those with political connections. What 
companies do is lobby Congress to enact legislation man-
dating that Medicare pay inflated prices for certain prod-
ucts and services that can be obtained for a fraction of the 
price on the free market. This enables those who are polit-
ically connected to grossly overcharge Medicare because 
Congress mandates the inflated expenditures.

How inflated are the monies Medicare pays out? Take 
for example, an oxygen concentrator, a device that deliv-
ers oxygen through a tube to patients with respiratory ill-
ness. You can buy one new on the open market for $600. 
By law, Medicare is only allowed to rent these devices at 
a price that winds up costing $7,142 over a 36-month 
period. Medicare covers 80%, so it spends $5,714, while 
the patient has to pay the other 20%, or $1,428.3 Under 
this absurd system, Medicare and patients can pay ten 
times the free market price it would cost to buy the 
device new! (Think how much money would be saved if 
the devices were bought used?)

Perhaps the most expensive politically-induced over-
charge is for prescription drugs. Under the Medicare 
Prescription Drug Act that Life Extension® vehemently 
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battled against, Medicare is required by law to pay full 
retail drug prices.4

The Medicare Prescription Drug Act was largely written 
by pharmaceutical companies and passed under intense 
pressure by pharmaceutical lobbyists (refer to the August 
2007 issue of Life Extension Magazine® for the sordid 
details).5 Medicare will pay out hundreds of billions of dol-
lars for drugs that could be obtained for far less in a com-
petitive-bidding system, something that the Medicare Pre-
scription Drug Act prohibits.

thE gEnEriC Drug riP oFF

Once a brand drug comes off patent, generic equivalents 
emerge, but they cost far more than they need to because of 
FDA overregulation.

Take the drug finasteride (Proscar®), for example. It 
came off patent in the year 2006, but at the end of 2008 
chain pharmacies were charging about $90 for 30 tablets 
(a one-month supply). All it takes to make this drug is to 
put 5 mg of finasteride into a tablet that dissolves in the 
stomach. Vitamin companies do this every day with nutri-
ents, but the FDA does not allow them to freely do the 
same thing with drugs.

We checked on the cost of buying finasteride and making 
it into tablets. The free market price for 30 tablets is only 
$10.25, which includes independent assay of the ingredi-
ent quality, potency and tablet dissolution—and a rea-
sonable profit margin. It is against the law, however, for 
GMP-certified (Good Manufacturing Practices) vitamin 
manufacturers to be able to offer low-cost generic drugs. 
This prohibition must be lifted as America can no longer 
afford to subsidize those who are politically connected 
while the country is driven into insolvency.
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Finasteride is a drug that not only helps relieve benign 
prostate enlargement, but that may also reduce the risk 
prostate cancer.7–9 Widespread use could save Medicare 
lots of money in expensive prostate treatments. Those 
who follow Life Extension’s  other recommendations would 
be expected to reduce prostate cancer risk even more.

As evidence mounts about the prostate cancer risk 
reduction associated with drugs like finasteride, more 
companies are competing to make it, but its average price 
at chain pharmacies is around $86 a month—a stagger-
ing eight times higher than what its free market price 
would be!

Please note that generic prices tend to wildly fluctu-
ate. In this case, as more competitors entered the market, 
chain pharmacies did not substantially lower the price of 
finasteride. In some cases, the opposite occurred, and by 
the time you read this, the price could be different.

mEDiCArE PAys For hiv trEAtmEnts  
nEvEr DELivErED

It is remarkable how creative people get when a bloated 
government bureaucracy such as Medicare/Medicaid pays 
out almost $500 billion each year with few questions asked.

According to the federal government, hundreds of Medi-
care-licensed clinics in South Florida defraud Medicare with 
fake HIV-drug claims. The scam is not hard to pull off. Clin-
ics find indigent HIV-infected drug users who agree to “sell” 
their cards to the clinics and pretend they are receiving out-
rageously expensive HIV infusion treatments. These kinds 
of therapies were long ago abandoned in favor of more effec-
tive antiviral drugs, but Medicare pays for them anyway.

To give you an idea of the magnitude of the problem, just 
one drug addict enabled one clinic to file more than $1.1 
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million in false Medicare claims for these fabricated anti-
HIV infusions.6

Even if these treatments were medically necessary, 
they would only be needed once or twice a month. In one 
instance, scammers billed Medicare three times a day for 
each patient—and Medicare paid these bills! According to 
the federal officials, Medicare continued to pay these clin-
ics for multiple HIV infusion treatments (costing $1,500 to 
$3,000 per therapy) because Medicare allows them.

thE rEAL ProBLEm

Despite inappropriate disbursements that Medicare makes 
based on private sector fraud and political corruption, the 
main culprit behind Medicare’s eminent collapse is the 
demographics.

Like Social Security (which is nowhere near as broke 
as Medicare), the federal government forced workers to 
pay premiums (taxes) for their Medicare “insurance.” Pri-
vate insurance companies are required by law to maintain 
reserves in order to pay out future claims. The federal gov-
ernment, on the other hand, has been running a Ponzi 
scheme and has exhausted virtually every penny. The gov-
ernment is now on the hook for $34 trillion of liabilities. 
No one knows where the money will come from for these 
future Medicare/Medicaid disbursements.

A vEry rADiCAL APProACh

I am as libertarian in my thinking as anyone I know, but 
there are radical approaches that could not only spare 
Medicare, but protect future generations as well.

Cigarettes officially kill 440,000 people in the US each 
year, but the real number is higher. When tabulating cig-
arette smoking-induced deaths, many cancers related to 
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cigarette smoking (such as pancreatic and esophageal can-
cers) are not always counted.23

The fact that 18-year-olds are allowed to buy something 
as addictive as cigarettes is obscene. What is worse is that 
even if a person stops smoking in their 20s, the DNA gene 
damage inflicted in their early years predisposes them to 
lifelong increased cancer risks.

I am personally livid over the amount of secondhand 
smoke I was forced to inhale throughout my early life. It 
could very well be the cause of my death.

While outright prohibition would not work in the long 
term, the federal government could impose a three-month 
moratorium on all tobacco sales. This would enable a huge 
number of smokers to quit. Financial penalties for anyone 
caught selling cigarettes during this proposed three-month 
ban could be so large that it might conceivably work.

If just 30% of all smokers stopped as a result of this 
three-month moratorium, that alone might save Medicare. 
Just debating it in Congress may remind smokers of what 
they are doing to their bodies and motivate them to break 
their addiction.

I realize this proposal is draconian and would be still 
another government intrusion on individual liberty. The 
facts, however, are that smoking-related illnesses are 
responsible for a huge portion of Medicare/Medicaid out-
lays—and this country can no longer afford it.

PArtiAL soLutions

If you are curious as to why Congress has failed so miserably 
in overseeing Medicare, look no further than the political 
contributions and lobbying efforts made by those who ben-
efit by scamming the Medicare system. Partial reform will 
happen when free market forces are allowed to compete for 
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Medicare dollars, as opposed to the bureaucratic albatross 
that now exists.

One problem is that Medicare will only pay for FDA-
approved medical devices and drugs. As we know, this 
means that Medicare recipients are forced into overpriced 
therapies that are laden with side effects. Treating drug-
induced side effects results in the expenditure of even more 
healthcare dollars. To make matters worse, the efficacy of 
certain FDA-approved drugs is so mediocre that patients 
sometimes live only a few months longer by taking them. 
The cost to Medicare for these drugs can easily exceed 
$50,000 per patient. Complementary physicians who pre-
scribe unapproved cancer therapies that cost a fraction of 
FDA-approved drugs are subject to criminal prosecution.

So we have a system in place today in which progressive 
doctors are persecuted, while those who sell dangerous and 
often ineffective therapies receive protection and payment 
from the federal government. People without the financial 
wherewithal have no choice, since Medicare will only pay 
for what the FDA claims is safe and effective. Conventional 
medicine’s goldmine will end when Medicare exhausts its 
ability to pay.

A group of FDA scientists recently revolted against their 
superiors and went directly to Congress.10 The reason was 
that they were told by their superiors to certify new medi-
cal devices as safe and effective, when the clinical testing 
data showed the opposite. This is just one example of how 
the FDA contributes to today’s healthcare cost crisis by 
allowing dangerous products on to the market that Medi-
care then pays for.
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onE WAy to sLAsh mEDiCArE outLAys

Low blood levels of vitamin D are associated with increased 
incidences of virtually every human disease.11–14

In 2007, I petitioned the federal government to man-
date vitamin D supplementation in Medicare-eligible 
individuals in order for them to be eligible to receive 
benefits.15 I proposed that the government require that 
people must have a minimum blood level of 32 ng/mL of 
vitamin D or they would be denied coverage. This would 
force aging people to take this ultra-low-cost supple-
ment, which in turn would drastically slash the inci-
dences of the most common aging-related disorders. 

Optimal vitamin D blood levels are over 50 ng/mL, yet 
most Americans’ levels test far below 30.16–19 By mandating 
basic vitamin D supplementation, Medicare might regain 
some of its solvency, as it would be paying out far fewer 
medical expenses.

A study published in the New England Journal of Medi-
cine evaluated blood levels for vitamin D in intensive care 
unit (ICU) patients.20 The average serum vitamin D level 
was only 16 ng/mL. All patients with undetectable levels 
of vitamin D died.

Patients with the lowest vitamin D blood levels had the 
most severe organ dysfunction and the most adverse out-
comes. The predicted mortality (death) rate was:

vitamin D status mortality Percentage 

ICU patients with sufficient vitamin D 16%

ICU patients with insufficient vitamin D 35%

ICU patients with deficient vitamin D 45%

It costs Medicare about $2,674 a day to care for ICU 
patients, and some of them linger for weeks or months in 
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this expensive hospital setting.21 Mandating optimal vita-
min D levels could slash the number of Medicare patients 
requiring ICU care.

hArsh rEALitiEs

While common sense solutions exist, the aging population 
will challenge the solvency of Medicare unless something 
radical is done to keep humans healthy.

Mainstream medicine bases its financial projections on 
lots of aging people contracting cancer, vascular disease, 
and dementia. Today’s medicinal “industry” does not want 
any interference with their income stream and have no 
incentive to institute preventive programs.

The public is more health conscious today than ever. The 
problem is that too many people continue to abuse their 
bodies with excess intake of dangerous calories, cigarette 
smoking, and physical inactivity. Add to this the insuffi-
cient intake of nutrients such as magnesium, vitamin D, 
omega-3s, and it is no wonder that healthcare expendi-
tures are bankrupting this country.22

govErnmEnt hAs to FEss uP to thE ProBLEm

To shock the public into a pro-active state, the federal gov-
ernment has to admit that they are not able to pay future 
Medicare claims unless aggressive steps are taken to pre-
vent age-related disease. The public needs to know that if 
they don’t take personal responsibility for their health-
care, there may be no Medicare dollars available to cover 
their sick care.

The government needs to initiate mandatory warnings 
(that I would be happy to write) on the labels of all danger-
ous foods. People would be less likely to buy toxic foods if 
they were reminded about the risks associated with eating 
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them. The government should encourage food companies 
to state truthful claims about healthy foods such as “eating 
broccoli reduces cancer risk.”

The main reason Medicare is facing insolvency is that 
too many aging people are getting sick. These diseases of 
aging are preventable via a wide variety of lifestyle altera-
tions. It will require a sustained governmental public rela-
tions campaign to hammer in the need for Americans to 
follow healthier lifestyles.

Alternatively, lifting the ban currently in place that 
precludes the dissemination of truthful health informa-
tion about a wide variety of foods, hormones, nutrients, 
and even certain drugs would make a significant positive 
impact on the aging population, which in turn would help 
resolve the catastrophic Medicare cost crisis we now face.

Important Update

In the January 2010 issue of Life Extension Magazine®, the 
results of the largest study on 25-hydroxyvitamin D blood 
levels in dietary supplement users were published. These 
findings showed that most aging people require a dose of 
5,000 IU and higher of supplemental vitamin D to attain 
optimal blood readings, which are now considered to be 
over 50 ng/mL.
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the Generic Drug rip-off

I did everything i could—including risking life in prison. 
Back in the 1980s–1990s, the Life Extension Founda-
tion® crusaded to enlighten Americans about the eco-

nomic ruination that would occur if this country’s corrupt 
drug regulatory structure was not abolished. At the behest 
of pharmaceutical interests, the FDA brutally retaliated 
against us.

What I am about to divulge is a shocking revelation about 
why prescription drugs cost so much. Before I describe this 
pervasive fraud, I want to remind readers what happens 
when an apathetic public allows archaic government regu-
lations to rule the marketplace.

thE EConomiC CoLLAPsE oF ArgEntinA

In the 1940s, Argentina was the ninth wealthiest country 
in the world. At one point it was richer than France and 
boasted a higher standard of living than Canada. It was 
considered one of the best countries in which to live.1
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After an endless series of reckless governmental actions 
including uncontrolled borrowing and economic misman-
agement, Argentina’s standard of living ranking has plum-
meted to 46th.2 If you had money in an Argentinean bank 
in 1999, it vanished. If you owned Argentinean govern-
ment bonds, you lost most of your principal as the central 
government defaulted on its obligations. 

Other countries have faced worse problems, including 
the mass murder of their citizens in one form or another 
by the central government.

The reason I mention Argentina is that its economic col-
lapse has similarities to what the United States is facing. 
Misguided and corrupt government policies, combined 
with citizen apathy, allowed financial ruination to happen 
in Argentina. We in the United States are not immune to 
the same calamity. 

If what I expose in this article does not motivate citizens 
to take action, I don’t know what will. It is beyond my com-
prehension that the common-sense free market solution I 
propose will be ignored by the American citizenry. 

hEALthCArE Costs BAnkruPting unitED stAtEs

Everything Life Extension® predicted about the healthcare 
cost crisis is happening before our eyes. Major corporations, 
individuals, and the government are being bankrupted by 
out-of-control medical costs. Some say the economic chal-
lenges facing the United States will result in substantially 
reduced standards of living. This does not have to happen.

As we long ago identified, the cause behind spiraling med-
ical costs is a crooked and ludicrous regulatory structure. 

Today’s healthcare cost crisis is widely acknowledged 
and feared. No one, however, has yet proposed a practical 
solution to resolve it. 
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ovErPriCED Drugs

The reason for high-priced generics is not because the 
active ingredients are expensive. On the contrary, com-
pared with complicated nutrient extracts, the ingredients 
in drugs are usually synthetic chemicals that cost only pen-
nies a day.

The culprit behind overpriced generic drugs is an archaic 
regulatory environment that functions to protect pharma-
ceutical financial interests, forcing consumers to pay artifi-
cially inflated prices for their generic medications.

If our proposal to overhaul today’s inefficient regula-
tory system succeeds, at least part of the healthcare cost 
crisis will disappear quickly. A side benefit to lower-priced 
generic drugs is that it will force pharmaceutical com-
panies to bring out life-saving medications faster, since 
almost-as-good generics will cost virtually nothing.

An ExAmPLE oF A grossLy inFLAtED gEnEriC PriCE

Once a brand drug comes off patent, generic equivalents 
emerge, but they cost far more than they need to because 
of FDA overregulation. 

Take the drug finasteride (Proscar®) for example. It came 
off patent in 2006, but at the end of 2008, chain pharma-
cies were charging about $90 for 30 tablets (a one-month 
supply). All it takes to make this drug is to put 5 mg of fin-
asteride into a tablet that dissolves in the stomach. Vitamin 
companies do this every day with nutrients, but the FDA 
does not allow them to freely do the same thing with drugs. 

We checked on the cost of buying finasteride and mak-
ing it into tablets. The free market price for 30 tablets is 
only $10.25, which includes an independent assay of the 
ingredient quality, potency, and tablet dissolution—and 
a reasonable profit margin. It is against the law, however, 



Pharmocracy138 •

for GMP-certified (Good Manufacturing Practices) vita-
min manufacturers to offer low-cost generic drugs. This 
prohibition must be lifted as America can no longer afford 
to subsidize those who are politically connected while the 
country is driven into insolvency. 

Finasteride is a drug that not only helps relieve benign 
prostate enlargement, but may also reduce the risk of pros-
tate cancer.3–5 Widespread use could save Medicare lots of 
money in expensive prostate treatments. 

As evidence mounts about the prostate cancer risk 
reduction associated with drugs like finasteride, more 
companies are competing to make it, but its average price 
at chain pharmacies is around $86 a month—a stagger-
ing eight times higher than what its free market price 
would be! 

Please note that generic prices tend to wildly fluctu-
ate. In this case, as more competitors entered the market, 
chain pharmacies did not substantially lower the price of 
finasteride. In some cases, the opposite occurs, and by the 
time you read this, the price could vary.

hoW thE “gEnEriC” rEguLAtory systEm Works

If a company wants to manufacture a generic drug, be it a 
prescription drug like finasteride or an over-the-counter 
(OTC) drug like ibuprofen, it must file an Abbreviated New 
Drug Application (ANDA) with the FDA, even if it is manu-
factured by others already.  

While the company does not have to perform clinical tri-
als for an ANDA, it does have to show its bioequivalence to 
the original drug. For drugs that are difficult to synthesize, 
this requirement is important. For most drugs, however, 
the raw material can be purchased, often from the identi-
cal supplier that provides it for the branded drug. 
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To show bioequivalence, the company typically needs to 
perform human studies that take 1.5–2 years, unless a suf-
ficient number have already been performed successfully, 
in which case it might be able to use those prior studies to 
support the ANDA. But the FDA could reject the ANDA 
and require the company to perform studies anyway.

The cost and time involved in the ANDA process varies, 
depending on the drug, its safety, how long it has been on 
the market, etc. 

To have an ANDA approved, it typically requires an 
investment of about $2 million, and it takes a total of two 
to three years to get the drug to market.

To manufacture a common drug like ibuprofen (the 
active ingredient in Advil® and numerous other OTCs) 
might cost about $1 million and take 1.5 years, because 
the company would not have to do its own studies, and 
because it is a drug with a known safety profile.

In addition to these costs, a company should budget 15% 
for legal fees, because wherever there is a big manufacturer 
with a sizable market share involved, they will sue, just to 
try to eliminate more competition from the market. 

One’s political connections with the FDA are critically 
important. Those who are not in the FDA’s good graces 
might find it more difficult to get an ANDA approved. The 
company should have experience with this bureaucratic 
process to know when and how to object to unreasonable 
FDA requirements.

So as you can see, what should be a straightforward pro-
cess to manufacture drugs like finasteride instead turns into 
a bureaucratic quagmire that results in generic drugs cost-
ing far more than they need to. If a person was to take 5 mg 
finasteride tablets made by a vitamin manufacturer, all they 
would need to do to document its efficacy would be to test 
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their blood levels of dihydrotestosterone (DHT). Finasteride 
alleviates benign prostate enlargement symptoms by inhib-
iting the 5-alpha-reductase enzyme that converts testoster-
one into DHT. Properly made finasteride will lower DHT.

Under a free market system, consumers would have 
the choice of paying $86 for a one-month supply of FDA-
approved generic finasteride, or $10.25 for a one-month 
supply of generic finasteride made by a GMP-certified 
(Good Manufacturing Practices)vitamin manufacturer.

hoW muCh ArE you ovErPAying?

Life Extension® investigators have spent an enormous 
amount of time identifying what it really costs to make a 
generic drug. The price of the active ingredient for most 
drugs is remarkably low. A greater expense involves GMP 
manufacturing and the kinds of quality control measures 
that we at Life Extension® mandate for the supplements 
that carry our label. 

The chart opposite reveals the shocking numbers. Com-
pared with what chain pharmacies are charging today, the 
free market prices are an astounding 51% to 94% lower! 

On average, Americans are paying 837% more at chain 
pharmacies compared with what the free market price 
would be for the identical medications. 

When looking at the ultra-low free market prices, it 
becomes evidently clear that there is no real prescription 
drug cost crisis. A month’s supply of some of the most 
commonly used drugs could be obtained for the price of a 
box of cereal. 

There never was a need for Congress to pass the thor-
oughly corrupt Medicare Prescription Drug Act that 
involves the massive expenditure of tax dollars to pay full 
retail prices for these hyper-inflated drugs. 
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gEnEriC Drug ComPArison ChArt

Brand name generic name Average 
Price at Chain 

Drugstores

Free 
market 

Price

Proscar® Finasteride 5 mg $ 86 $ 10.25

Zocor® Simvastatin 20 mg $ 27.99 $ 3.20

Norvasc® Amlodipine 10 mg $ 39.99 $ 4.41

Depakote® Divalproex 500 mg $ 129.99 $ 9.59

Lopressor® Metoprolol 50 mg $ 12.99 $ 2.21

Trileptal® Oxcarbazepine 300 mg $ 109.99 $ 15.50

Pravachol® Pravastatin 40 mg $ 51.99 $ 6.68

Altace® Ramipril 10 mg $ 61.99 $ 4.25

Lamictal® Lamotrigine 100 mg $ 119.99 $ 7.50

Neurontin® Gabapentin 400 mg $ 54.99 $ 5.85

Lotensin® Benazepril 20 mg $ 31.99 $ 4.40

Wellbutrin SR® Bupropion 150 mg $ 49.99 $ 17.99

Pamelor® Nortriptyline 50 mg $ 36.99 $ 4.39

Sonata® Zaleplon 10 mg $ 61.99 $ 12.43

Prilosec® Omeprazole 20 mg (Rx) $ 25.99 $ 12.70

The Free Market Prices listed on this chart are based on what an 
efficiently run pharmacy could sell these non-FDA-approved generics 
for. These prices would be lower if non-pharmacies were allowed to 
sell them. There are many expensive bureaucratic regulations that 
pharmacies have to adhere to, and the price of any drug you buy reflects 
the costs of complying with over-regulation of pharmacies, as well as 
over-regulation of generic drug manufacturing. The Free Market Prices 
on this chart would drop even further if large quantities of these non-
FDA-approved generics were manufactured.

The free market price of generics would be so low, in fact, 
that even those with medical insurance will save money on 
most drugs compared with what their co-pays are now. 

If these free market medications became available, medi-
cal insurance premiums will be lowered, Medicare’s day of 
insolvency postponed, and many businesses and consum-
ers spared from bankruptcy. 
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DouBLE-Digit Drug PriCE inCrEAsEs so FAr in 2009

Despite inflation remaining at near zero this year, phar-
maceutical companies are jacking up the prices they charge 
for patented drugs to even more exorbitant levels. 

Since the Medicare Prescription Drug Act6 requires the 
federal government to pay full retail price, pharmaceuti-
cal companies can literally name their price and receive 
guaranteed payment courtesy of taxpayers. Drug com-
panies receive a substantial percentage of the retail price 
from private health insurers also, so the more they raise 
the prices, the more money they make. 

Consumers are the ultimate victims. They face higher 
Medicare premiums and taxes, higher private insurance 
premiums, more exclusions and higher co-pays, and 
higher taxes to cover the $600 billion Medicare Prescrip-
tion Drug Act. 

Proposed legislation calls for the FDA to get more fund-
ing, so taxpayers may also be contributing to the bureau-
cracy that serves to protect drug companies against lower-
priced competition.

The growing number of Americans without medical 
insurance and who don’t qualify for government aid are 
priced out of the market for patented medications unless 
they are economically well-endowed. The federal govern-
ment recognizes this problem and is proposing that even 
more tax dollars now be used to subsidize prescription 
drugs, though not at full retail price.

In fact, one reason pharmaceutical companies are 
increasing prices is that they fear the federal government 
will soon require they “discount” their patented medica-
tions. So the more they jack up the prices now, the greater 
amount they will receive after they are forced to lower 
them via government-mandated “discounts.”
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The chart below shows the double-digit price increases 
that occurred on popular drugs in the beginning of 2009.

rising Drug Costs
Price of selected drugs, and change from previous year

Drug Disease 
treated Dosage Price  

(1Q 2009) % change 

Sprycel® Leukemia 60 20-mg pills $ 3,763.98 32.7%

Viagra® Erectile 
dysfunction 30 25-mg pills $ 519.46 20.7%

Strattera® ADHD 30 10-mg pills $ 159.28 15.6% 

Sutent® Kidney 
cancer 28 25-mg pills $ 4,997.81 14.3% 

Cialis® Erectile 
dysfunction 30 20-mg pills $ 551.17 14.2%

Source: Credit Suisse analysis based on Wolters, Kluwer, Price, Rx Pricing Data-
base. This chart is reproduced from the Wall Street Journal, April 15, 2009. 
Reprinted with permission.

hoW ConsumErs WiLL BE ProtECtED

We are proposing that the law be amended to allow GMP-
certified manufacturing facilities to produce generic pre-
scription drugs that do not undergo the excessive regu-
latory hurdles that force consumers to pay egregiously 
inflated prices. 

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

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



Pharmocracy144 •

By allowing the sale of these less costly generics, consumers 
will have a choice as to what companies they choose to trust.

The inevitable concern raised by this free market solu-
tion is safety. Who will protect consumers from poorly 
made generic drugs? 

First of all, there will be the same regulation of these 
drugs as there are with GMP-certified supplement makers. 
FDA inspectors will visit facilities, take sample products, 
and assay to ensure potency of active ingredient, dissolu-
tion, etc. Laboratories that fail to make products that meet 
label claims would face civil and criminal 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, con-
sumer protection groups, and even prescribing physicians 
who will be suspicious if a drug was not working as it is 
supposed to. 

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

These substandard companies would not only be casti-
gated in the public’s eye, but face civil litigation from cus-
tomers who bought the defective generics. When one con-
siders that GMP-certified manufacturing plants can cost 
hundreds of millions to set up, a company would be com-
mitting suicide if it failed to consistently produce generic 
drugs that at least met minimum standards. 
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thE sECrEt ABout ComPounDing PhArmACiEs  
thE FDA DoEs not WAnt you to knoW!

If you’re like most people, you think prescription drugs are 
only made by pharmaceutical companies. This myth causes 

Americans to pay outrageous prices for drugs that can be 
bought for a fraction of the price from compounding 
pharmacies. 

For example, the price of a particular drug made by a 
major pharmaceutical company is $245 a month. You can 
obtain the identical quantity of this natural substance from 
a compounding pharmacy for as low as $29 a month! Since 
many insurance companies do not reimburse for this item, 
you would save over $2,592 a year by purchasing the com-
pounded version of this drug as opposed one made by a 
pharmaceutical company. By law, I am not even allowed to 
mention the name of this drug. How’s that for press freedom!

Pharmaceutical companies would prefer that you don’t 
find out how to obtain your prescription drugs for 92% less 
than what you may now pay. That’s why pharmaceutical 
giants lobby the FDA to incite the agency to censor com-
pounding pharmacy advertising. 

In a landmark legal case, the US Supreme Court ruled that 
the FDA violates the First Amendment’s free speech provi-
sions when it seeks to restrict advertising or promotion of 
compounded drugs. As a result of this Constitutional victory, 
you are now allowed to at least find out that there are com-
pounded prescription medications available at a fraction of 
the price you have been paying. In fact, the cost for some 
compounded drugs is lower than co-pays for pharmaceutical 
company-manufactured ones. 

moLLiFying thE CyniCs

No matter how many facts I list showing that these free mar-
ket drugs will be safe, there are alarmists who believe that 
even if one person suffers a serious adverse event because 
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of a defective 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 counterfeiting is a 
major issue today. Drugs are counterfeited because they 
are so expensive. With a month’s supply of free market 
simvastatin selling for only $3.20, it is difficult to imag-
ine 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-regulated generics will do 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 destitute people who can-
not afford even generic 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.

PrEsErving our Country’s FinAnCiAL FuturE

The cost of prescription drugs is a significant factor in 
today’s healthcare cost crisis, a problem that threatens to 
bankrupt consumers and this nation’s medical system. Pas-
sage of common-sense legislation would quickly slash the 
cost of generic drugs so low that consumers could obtain 
them for less than what their co-pays currently are. Enor-
mous amounts of money would be saved by public and pri-
vate insurance programs, and ultimately consumers. 

According to the Government Accountability Office 
(GAO), all federal revenue will be eaten up by government 
outlays for Medicare, Medicaid, Social Security, and public 
debt interest by 20257—just 16 years from now!
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We as a nation can no longer afford to be bound by today’s 
inefficient regulatory system that artificially inflates the 
cost of our prescription medications. The money is no lon-
ger there to support this bureaucratic morass. 

Update 

Those who think generic drugs are safe today should be 
aware of isolated instances when improperly made active 
ingredients make it into prescription drugs sold in US 
pharmacies. These defective ingredients 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 FDA 
can only inspect each Chinese drug making factory at best 
only once every 13 years8. So the protection consumers 
think they have today is a façade. I would feel more com-
fortable buying generics from a company that had its own 
inspectors in offshore manufacturing facilities  as opposed 
to relying on meaningless FDA rhetoric. 
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March 2009

ending the atrocities

Today’s population lives on a railroad track. Every-
thing may be fine for the moment—until a freight 
train comes along and wipes us out.

We at Life Extension® have pled for 29 years to get off 
the track before the train comes.

A startling number of reports reveal the FDA is in far 
worse shape than originally thought. Few people compre-
hend that they are likely to suffer and die prematurely as a 
result of FDA’s failures.

The media does a decent job reporting on FDA disasters. 
The apathetic public, however, often forgets what they read 
the next day. That is, until they are diagnosed with a serious 
illness. Then they go into a panic mode to find an effective 
treatment. All too often, however, the cure does not exist 
because of FDA bureaucratic roadblocks. In other cases, the 
FDA-approved drugs available induce horrific side effects.

It is our mission to memorialize these tragedies to dem-
onstrate the urgent need to radically reform the FDA. This 
“state-sponsored” carnage of the American citizenry must 
be stopped!
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FDA DissEminAtEs FrAuDuLEnt sAFEty DAtA

Ketek® is a drug the FDA approved to treat mild to moder-
ate pneumonia. Ketek® can also cause sudden and serious 
liver damage. In some cases complete liver failure develops 
necessitating the need for a liver transplant. Some patients 
die before a liver transplant can be performed.1

The risks of liver failure (and other toxic side effects) 
were known before the FDA approved Ketek®. In order to 
convince an outside scientific advisory committee to rec-
ommend that Ketek® be approved, the FDA knowingly 
allowed a fraudulent safety study to be presented. Here is 
what the Senate Investigative Committee uncovered:2

�� FDA accepted the resubmission of a new drug appli-
cation that included safety data that was fraudulent, 
in whole or in part.
�� FDA instructed its employees preparing to appear 

before the advisory committee that they should 
present this fraudulent safety data.
�� FDA employees presented the fraudulent study data 

to the advisory committee tasked with recommend-
ing Ketek®’s approval or disapproval.
�� FDA approved a pediatric clinical trial of Ketek®, 

involving infants as young as six months old, despite 
concerns related to known toxicities affecting the 
heart, eyes, liver and vascular system.
�� FDA continued to knowingly cite the fraudulent 

study data in publically released safety information 
on Ketek®.

How fraudulent was this data? While the FDA was pre-
senting this fake data, a criminal investigation was simul-
taneously being conducted that found the clinic where the 
“safety” study allegedly occurred was closed during the time 
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the study was supposed to have taken place. It was also 
determined that documents relating to the safety study 
had date modifications and signature inconsistencies.

Shortly after the advisory committee meeting where the 
fake safety data was presented by FDA employees, the per-
son who conducted the study was criminally indicted, pled 
guilty, and sentenced to almost five years in jail.

It is even more shocking that the FDA continued to 
cite this safety study long after the principal investiga-
tor admitted it was fraudulent. While the perpetrator of 
this “safety” study was in prison for falsifying the data, 
the FDA used the very same study to issue a Public Health 
Announcement stating:

Based on the pre-marketing clinical data it appeared 
that the risk of liver injury with telithromycin 
(Ketek®) was similar to that of other marketed 
antibiotics.3

The “pre-marketing clinical data” FDA cited to tell the 
public that Ketek® was safe was the fraudulent study, a 
study that may never have actually occurred. According to 
the Senate Investigative Committee report, “it defies expla-
nation why the FDA would continue to cite” this fraudu-
lent study to the American public to imply that Ketek® is 
safe.3

The Senate Committee report concluded by stating that 

Retaliation against these individuals, or any 
other FDA employees who communicate with 
the committee with reference to Ketek® will not 
be tolerated.4

Based on the tone of the Senate investigative report, 
it would appear that the FDA functioned as a continuous 
criminal enterprise in this instance.5, 6
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thE rEvoLving Door

You may wonder why certain officials in the FDA would go 
to such extreme lengths to get a lethal drug like Ketek® 
approved.

Look no further than the gargantuan economic bene-
fits drug companies reap when a patented compound like 
Ketek® receives the FDA seal of approval.

When we first exposed the revolving door of FDA employ-
ees going to work for companies they regulate, virtually no 
one believed us. Back in the 1980s, most Americans were 
deceived by FDA propaganda stating that the agency “is 
responsible for protecting the public health by assuring the 
safety . . . of human drugs.”9

The harsh reality is that the FDA functions primar-
ily to protect the financial interests of the pharmaceuti-
cal industry, not the public’s health. If anyone ever ques-
tioned this, look no further than the FDA’s attempts last 
year to ban the safest form of estrogen (estriol). The FDA 
has no qualms about publically stating their ban on estriol 
was based on a petition filed by Wyeth, the maker of dan-
gerous estrogen drugs like Premarin® and PremPro®.

There are a number of estrogen drugs that have not been 
shown to increase stroke and breast cancer risk.10 The FDA, 
however, has done nothing to remove Premarin® or Prem-
Pro®. Instead, the FDA openly seeks to protect Wyeth’s 
market share by denying American women access to natu-
ral estriol.

According to the FDA, “bioidentical hormone products 
are unsupported by medical evidence and are considered 
false and misleading by the agency.”11 The truth is that bioi-
dentical hormones are far less expensive and pose a major 
competitive threat to Wyeth, ergo the FDA’s aggressive 
attempts to disallow them.
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In a report issued by the Associated Press just last year, 
it was revealed that a record number of FDA employees are 
leaving the agency to go to work for pharmaceutical com-
panies. According to the Associated Press, these FDA staff-
ers are resigning in order to go into “the more lucrative 
side of the business.”12

thE FDA’s BrAin DrAin

As experienced FDA scientists leave the agency to work for 
Big Pharma, the remaining staff is leaner and less compe-
tent to approve new lifesaving medications. As reported 
by the Associated Press, a consequence of FDA employees 
going to work for pharmaceutical companies is a clogging 
of the drug approval pipeline.

As long time Life Extension® members know, the FDA 
drug approval process has always been a bureaucratic 
quagmire, where lifesaving medications languish for years, 
decades and sometimes forever. The drug pipeline has been 
“clogged” for almost 50 years. We are deeply disturbed that 
it is now taking even longer for lifesaving medications to 
become available to those in need.

The Wall Street Journal continues to support our position 
with blistering exposes on human beings who suffer horren-
dously and die while potential lifesaving therapies languish 
in the FDA approval process. An article published last year 
titled “Sick Patients Need Cutting-Edge Drugs,” disclosed 
heart-wrenching reports of young cancer patients who were 
denied compassionate-use access to experimental drugs. 
The Wall Street Journal article raised the logical questions:

Why do terminally ill patients have to wait so long 
to get access to the only treatments that hold any 
promise of saving their lives? And why is it not 
their right to decide?13
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These very issues have been discussed in Life Extension’s 
publications for nearly 30 years. We have analogized in pre-
vious articles how it is perfectly legal to engage in all kinds 
of risky activities, such as parachuting off of high bridges, 
but it is illegal to make experimental medications available 
to terminally ill people without the FDA’s permission.

According to the Wall Street Journal, the drug delay prob-
lem is getting much worse. The problem has been magni-
fied in recent years as the number of new drug approv-
als has fallen dramatically. The FDA approved just 16 new 
drugs in 2007 and only 17 in 2008.14,15 That’s down from 53 
in 1996 and 39 in 1997.

With the approval of lifesaving drugs grinding to a snail’s 
pace, the moronic cruelty of denying experimental drugs to 
terminal patients must stop. Each day a life saving drug is 
delayed, human beings perish. The case for radical reform 
of the Food, Drug, and Cosmetic Act and the FDA itself has 
never been stronger.

FDA BungLEs nEW systEm to trACk siDE EFFECts

Even when data used to approve a new drug is not fraudu-
lent, there are inherent limitations in assessing toxic side 
effects in the clinical study setting. Reasons for this include 
the relatively short time period the drugs are evaluated in 
a clinical study compared to how long patients use them in 
the real world. Another problem is that clinical studies are 
often tightly controlled by doctors with specialized exper-
tise in the particular drug they are evaluating. Practicing 
physicians, on the other hand, see dozens of patients a day 
and may not be familiar with the proper way to prescribe 
drugs that have a narrow safety window. Still another issue 
is the relatively small number of patients taking the drugs 
in a clinical study compared to the millions who may even-
tually be prescribed it.
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Due to these serious limitations, post-approval surveil-
lance is critical to identifying lethal side effects of prescrip-
tion drugs that were not detected in the clinical trials.

According to a report by an independent auditing insti-
tute, the FDA squandered $25 million on a bungled com-
puter system to track side effects of approved drugs.16, 17 As 
a result, the FDA will have to rely on a dysfunctional sys-
tem to track what are record breaking numbers of adverse 
reports being made about drugs the agency previously 
approved as safe.

After this report showing that FDA errors and misman-
agement caused this system to not be available, the FDA 
asked that most of the findings of the report be deleted. 
The independent institute who put the report together 
refused to capitulate to the FDA’s attempts to obstruct the 
report’s findings.17, 18

Drug PriCEs surgE

In today’s upside down regulatory system, Americans are 
prescribed drugs whose approval may be based on fraudu-
lent or insufficient research data. Experimental therapies 
that could save their lives are routinely denied. The cost of 
existing medications meanwhile is skyrocketing.

Drug price increases often exceed the inflation rate. 
The average increase for the top 50 best selling drugs was 
7.82% in 2007, 6.73% in 2006, and 6.22% in 2005.19

Some very popular drugs are increasing at astronomi-
cal rates. The antidepressant Wellbutrin XL® went up by 
44.5% from 2005 to 2007. The attention-deficit drug 
Adderall XR® went up by 33.5%. The price of the sleep-aid 
drug Ambien® shot up 70.1% during this period.19

On less popular drugs, the price surges are worse than 
obscene. A drug used to treat heart problems in premature 
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babies went from $136.10 to $1,875.00 in one year. A drug 
used to treat a certain cancer (Cosmegen®) increased from 
$16.79 to $593.75 in one year. A drug used to treat spasms 
in babies (Acthar) was increased from about $1,650.00 to 
more than $23,000.00 in one year. Just imagine your baby 
suffering spasms and being asked to fork over $23,000.00 
for one drug!20

Do Drug ComPAniEs hAvE any DECEnCy?

It is beyond my comprehension to understand how phar-
maceutical companies can look themselves in the mirror 

when they know they are selling drugs proven to kill.
Back in 1994, our best selling product was shark cartilage. 

The problem we uncovered was that it was not curing can-
cer patients. We immediately notified our customers that a 
survey we conducted of those who bought shark cartilage 
showed it to be ineffective. We urged these people to seek 
other therapies.

The supplement industry was shocked at our findings, but 
most stopped promoting shark cartilage as anti-cancer ther-
apy. Our findings about shark cartilage’s lack of efficacy were 
confirmed several years later in a controlled study.

We were a relatively small organization in 1994 and los-
ing our best selling product was financially challenging. In 
no way, however, could we continue telling cancer patients 
that shark cartilage might help them when our own findings 
showed it did not work.

The fact the multibillion dollar pharmaceutical companies 
have no qualms about using fraudulent data to support the 
approval and continued sale of lethal drugs is an atrocity. 
That certain people within the FDA collude with pharmaceu-
tical companies to allow dangerous and ineffective drugs on 
the market is an act so heinous that words do not exist to 
describe it.
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Whether you use these drugs or not, you still suffer. The 
thoroughly corrupt Medicare Prescription Drug Act passed 
at the behest of pharmaceutical lobbyists mandates that 
taxpayers pay full retail prices for these drugs.21 Taxpayers 
will fork over $600 billion for these egregiously overpriced 
drugs in the first ten years.22

Where consumers are really hurt is in their ever-increas-
ing health insurance premiums. If you are fortunate enough 
to have someone else paying your premiums, you cannot 
help but note the higher deductibles and greater exclusions.

The FDA enables drug companies to financially rape the 
American consumer by stifling competition. There are so 
many regulatory hurdles to getting FDA approval for even 
a competitive generic drug that consumers often pay eight 
times more than they need to.

Under the guise of “consumer protection,” the FDA has 
been manipulated by pharmaceutical interests to restrict 
free market forces that would drive down drug costs.

FDA BotChEs PuBLiC rELAtions CAmPAign

The FDA has been pummeled by Congress and the media 
about its many scandals, including poor inspections of 
tainted foods, drugs and other products it regulates.

Needless to say, this has created a severe image problem. 
So FDA officials decided to hire a public relations agency 
that would “create and foster a lasting positive public 
image of the agency for the American public,” according to 
agency documents.23

When taxpayer dollars are involved, the law mandates 
a bidding process be used to ensure that the contract go 
to the lowest cost contractor. According to an exposé pub-
lished by the Washington Post, the propaganda contract 
went instead to a public relations firm with ties to the FDA 
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official who arranged the deal. A loophole was used to avoid 
putting the contract up for bid.24

After being made aware of this apparent corrupt act, an 
FDA deputy commissioner suspended the public relations 
contract and ordered an independent investigation.

Congress responded by launching still another investiga-
tion into the FDA. According to the chairman of the House 
committee that oversees the FDA, “The agency chose to 
use its limited resources to save face instead of saving the 
public health.”25

The FDA retains the power to make life and death deci-
sions that affect all of us. When it comes to analyzing new 
therapies to extend human longevity, this involves the sci-
entific and common sense ability to understand complex 
biochemical interactions that occur within living organ-
isms. The FDA’s botched attempt to launch a misinforma-
tion campaign to cover up its inadequacies further calls 
into question its competency and moral legitimacy.

Fighting BACk

In 1994, we established the FDA Museum to document 
how the FDA’s failings were responsible for the needless 
deaths of millions of Americans.

Sadly, every assertion we made about the FDA back then 
has been validated by third parties and the FDA itself. I 
lament that we were proven correct, because this means 
that millions more Americans perished unnecessarily over 
the past 15 years . . . and the cost of today’s corrupt health-
care system threatens to financially decimate our country.

The FDA’s credibility is at an all-time low. There has never 
been a better time to enact legislation to reform the way 
healthcare is regulated in this country. With a new Congress 
in session, health freedom activists are aggressively seeking 
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to have the law changed to allow free market forces to tear 
down the corrupt wall of bureaucracy that causes the need-
less death of thousands of Americans each day.

hoW mAny Drug-inDuCED suiCiDEs?

The same Senate committee investigating the Ketek® scan-
dal uncovered another study with falsified data. This fake 

data was used to support the approval of a popular antide-
pressant drug used by millions of human beings.

According to a report authored by a Harvard medical doc-
tor, when the Paxil® application was submitted to an FDA advi-
sory committee in 1991, the drug company improperly counted 
those taking the real drug as placebo subjects. This was done 
to make it appear there to be no difference in the risk of sui-
cidal behavior in those taking Paxil® compared to placebo.

It took until year 2006 for the manufacturer to send a letter 
to doctors admitting the risk of suicidal behavior was 6.7 times 
higher in study subjects taking Paxil® as compared to placebo.7

Suicide is the 11th leading cause of death in the United 
States.8 It killed over 34,000 people in year 2004. The num-
ber of suicides attributed to drugs like Paxil® (select serotonin 
reuptake inhibitors) could be in the hundreds of thousands 
during the 13 years it was fraudulently marketed.4, 5

We at Life Extension® are working with the American 
Association for Health Freedom (AAHF)* to make our 
voices heard in Congress. AAHF is a coalition of integra-
tive physicians, healthcare consumers, and health free-
dom activists committed to a complete reform of the FDA. 
Its Reform FDA Petition is available for signing at www.
ReformFDA.org. 

* AAHF is now the Alliance for Natural Health USA (ANH–USA). Their website is http://
www.ANH-USA.org.
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More scientific innovation is occurring in the medi-
cal field than at any time in human history. This progress 
is irrelevant, however, if a regulatory barrier denies the 
fruits of this research to people in need, or allows drugs to 
be sold with lethal side effects, or renders the cost of medi-
cations unaffordable.

The Life Extension Foundation® has been battling FDA 
ineptitude for three decades. Your support enables us to 
continue this ongoing struggle to convince Congress to radi-
cally reform the way healthcare is controlled in this country.
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January 2009

millions of  
needless Deaths

It is hard to imagine, but it was not until 1867 that Joseph 
Lister published his findings about the critical need of 
using sterile procedures in the surgical setting. Back 

then, doctors seldom washed their hands prior to surgery, 
let alone sterilize the instruments they had used on the 
previous patient.

Before Dr. Lister’s sterile techniques were adopted, 
patients frequently died from infections introduced dur-
ing surgery.

Joseph Lister had little interest in financial or social 
success. These traits enabled him to endure the criticisms 
hurled by the medical establishment about the extra steps 
he took to ensure his surgical environments were clean.

One of Dr. Lister’s greatest challenges was to persuade his 
colleagues that germs did in fact exist. Back then, most doc-
tors still believed in the theory of spontaneous generation.1
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Convincing today’s medical establishment about proven 
methods to save lives may be less daunting than what Dr. 
Lister encountered, but it is still nonetheless challenging.

toDAy’s BoDy Count

Back in 2007, I urged the federal government to declare 
a national emergency. My rationale was that millions of 
Americans were going to needlessly die if the epidemic of 
vitamin D insufficiency was not immediately corrected. 

My article was based on irrefutable scientific evidence doc-
umenting how vast numbers of lives could be spared if 
everyone took at least 1,000 IU of vitamin D3 each day.2

I went a step further and showed how mandatory vita-
min D supplementation could resolve today’s healthcare 
cost crisis by slashing the need for expensive prescription 
drugs and hospitalizations.2

I took it two steps further and offered to donate 50,000 
one-year-supply bottles of vitamin D3 so the government 
could give these away to those who could not afford this 
ultra-low cost supplement.2

It is now 16 months later. The federal government has 
done nothing to inform the public of the opportunity to 
radically reduce their risk of dying by taking a supplement 
that costs less than six cents a day!

vitAmin D morE EFFECtivE thAn PrEviousLy knoWn

A large number of new vitamin D studies have appeared 
in the scientific literature since I wrote my plea to the fed-
eral government. These studies don’t just confirm what we 
knew 16 months ago—they show that optimizing vitamin 
D intake will save even more lives than we projected.

For instance, a study published in June 2008 showed 
that men with low vitamin D levels suffer 2.42 times 
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more heart attacks. Now look what this means in actual 
body counts.3

Each year, about 157,000 Americans die from coronary 
artery disease-related heart attacks.4 Based on this most 
recent study, if every American optimized their vitamin D 
status, the number of deaths prevented from this kind of 
heart attack would be 92,500.

To put the number of lives saved in context, tens of mil-
lions of dollars are being spent to advertise that Lipitor® 
reduces heart attacks by 37%. This is certainly a decent 
number, but not when compared with how many lives 
could be saved by vitamin D. According to the latest study, 
men with the higher vitamin D levels had a 142% reduc-
tion in heart attacks.3

This does not mean that you should stop taking medica-
tions if you can’t get your cardiac risk factors under control 
by natural methods. It does mean that you should make 
certain you are not vitamin D-insufficient.

Please note that all forms of heart disease kill over 
869,700 Americans each year.4 These lethal forms of heart 
disease include cardiomyopathy, valvular insufficiency, 
congestive heart failure, arrhythmia, coronary thrombosis 
(blood clot in coronary artery), and coronary atherosclero-
sis (narrowing or blockage of coronary arteries). There is 
reason to believe that vitamin D could help protect against 
most of these forms of cardiac-induced death.

BiLLions oF DoLLArs in hEALthCArE sAvings

There are 920,000 heart attacks suffered in the United 
States every year.4 According to the American Heart Asso-
ciation, the annual cost of healthcare services, medica-
tions, and lost productivity related to these heart attacks 
is over $156 billion.4
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The annual retail cost of all 300 million Americans 
(including children) supplementing with 1,000 IU of vita-
min D per day is $6.6 billion.

So if vitamin D’s only benefit was to reduce coronary heart 
attack rates by 142%, the net savings (after deducting the 
cost of the vitamin D) if every American supplemented prop-
erly would be around $84 billion each year. That’s enough to 
put a major dent in the healthcare cost crisis that is forecast 
to bankrupt Medicare and many private insurance plans.

sPAring CountLEss numBErs From thE AgoniEs  
oF CAnCEr

The evidence supporting the role of vitamin D in prevent-
ing common forms of cancer is now overwhelming.2

Vitamin D-deficient women, for example, have a 253% 
increased risk of colon cancer.6 Colon cancer strikes 
145,000 Americans each year and 53,580 die from it.7 
Based on these studies, if everyone obtained enough vita-
min D, 38,578 lives could be saved and medical costs would 
be reduced by $3.89 billion.8,9

A study published in January 2008 showed that women 
with the lowest level of vitamin D were at a 222% increased 
risk for developing breast cancer.10 Most studies show that 
higher levels of vitamin D can reduce breast cancer inci-
dence by around 30–50%.11–14

Each year, approximately 186,800 women are diagnosed 
with breast cancer and 40,950 perish from it in the United 
States.15 This needless toll of suffering and death caused by 
insufficient intake of vitamin D is unconscionable.

Prostate cancer will be diagnosed in an estimated 189,000 
American men this year. Almost 30,000 will die from it.16 
Some studies show that men with higher levels of vitamin D 
have a 52% reduced incidence of prostate cancer.17
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The first-year costs of prostate cancer treatment are 
approximately $14,540.18 If all aging men achieved suffi-
cient vitamin D status, about $1.4 billion could be saved 
each year.

So as you can see, there is no real healthcare cost cri-
sis. What the population suffers from is frighteningly low 
blood levels of vitamin D. During winter months in Can-
ada, for instance, an estimated 97% of the population is 
vitamin D-deficient.19

vitAmin D ProtECts AgAinst strokE

Stroke is the number three cause of death in the United 
States.20 It is also one of the most feared diseases because 
of its high incidence of permanent disability.

In a study published in September 2008, blood indica-
tors of vitamin D status were measured in 3,316 patients 
with suspected coronary artery disease. The subjects were 
followed for 7.75 years. For every small decrease in blood 
indicators of vitamin D status, there was a startling 86% 
increase in the number of fatal strokes.21

The doctors who conducted this study concluded: 

Low levels of 25(OH)D* and 1,25(OH)2D* are inde-
pendently predictive for fatal strokes, suggesting 
that vitamin D supplementation is a promising 
approach in the prevention of strokes.21

If all that vitamin D did was to reduce stroke risk, it would 
be critically important for every American to ensure optimal 
blood levels.

* 25[OH]D and 1,25[OH]2D are blood markers that measure vitamin D status in one’s body.
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LoW vitAmin D DouBLEs DEAth rAtE

Vitamin D deficiency is a worldwide problem. Yet no 
conventional medical organization or governmental 
body has declared a health emergency to warn the public 
about the urgent need of achieving sufficient vitamin D 
blood levels.

According to John Jacob Cannell, MD, founder of the 
nonprofit Vitamin D Counsel: 

Current research indicates vitamin D deficiency 
plays a role in causing seventeen varieties of can-
cer as well as heart disease, stroke, hypertension, 
autoimmune diseases, diabetes, depression, 
chronic pain, osteoarthritis, osteoporosis, mus-
cle weakness, muscle wasting, birth defects, and 
periodontal disease.

This does not mean that vitamin D deficiency 
is the only cause of these diseases, or that you 
will not get them if you take vitamin D. What it 
does mean is that vitamin D, and the many ways 
in which it affects a person’s health, can no lon-
ger be overlooked by the healthcare industry nor 
by individuals striving to achieve and maintain a 
greater state of health.22

Vitamin D seems to reduce the risk of almost every killer 
disease of aging. In fact, a recent study shows that humans 
with low vitamin D status are twice as likely to die over a 
seven-year time period!5

Each year, the federal government spends $1 billion 
in research aimed at finding ways to prevent or cure the 
killer diseases of aging.23 Yet the government is oblivious 
to the most medically effective and cost-effective way of 
preventing needless death. This is analogous to how the 
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establishment ignored Joseph Lister’s pleas for a sterile 
environment in the surgical arena.

DiFFErEnCE BEtWEEn “DEFiCiEnCy” AnD 
“insuFFiCiEnCy”

Doctors are not trained to recognize a vitamin D deficiency 
until rickets develop in children or osteomalacia (soften-
ing of the bones) develops in adults. Clinical vitamin D 
deficiency is diagnosed when blood levels of a vitamin D 
metabolite (25-hydroxyvitamin D) drop below 12 ng/mL.

According to the world’s foremost experts, however, 
optimal blood levels of vitamin D are between 30 and 50 
ng/mL and higher.24,25 Those with blood levels below 30 
ng/mL are considered to have insufficient vitamin D.

These widely varying numbers explain why mainstream 
medicine is at a loss to understand the widespread health 
problem created by less than optimal vitamin D levels. If 
physicians view a patient’s medical chart and see a vitamin D 
blood level of 18 ng/mL, they will think this person has ade-
quate vitamin D. The reality is that a vitamin D blood level 
this low predisposes this patient to virtually every killer dis-
ease of aging and may in fact be the reason that individual 
has become a “patient” instead of remaining healthy.

There clearly is a need for a new consensus in the medi-
cal community to redefine vitamin D deficiency as a blood 
reading below 30 ng/mL. As we at Life Extension® long 
ago learned, it can take decades for the establishment to 
change its reference ranges to reflect scientific reality.

WhAt CAn BE DonE?

Despite the startling number of needless deaths, the fed-
eral government has done nothing to warn the public of 
the lethal dangers associated with vitamin D insufficiency.
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We will distribute my original 2007 article along with 
this editorial to every member of the new Congress and 
the President in January 2009. Hopefully someone will 
understand the urgency of declaring a health emergency 
and advise that every American maintain a vitamin D 
blood level of at least 30 ng/mL (and preferably above 
50 ng/mL).

If the government continues to ignore our pleas, perhaps 
private insurance companies will consider sending free bot-
tles of vitamin D supplements to all of their subscribers. 
The outlays for medical procedures and prescription drugs 
would be expected to plummet in groups who took their 
vitamin D supplement each day.

The media has done a good job in reporting on the numer-
ous positive findings about vitamin D over the past two 
years. Sales of vitamin D supplements have been increas-
ing, so at least some Americans are getting the message 
and taking steps to guard against vitamin D insufficiency.

In the meantime, Life Extension® will continue to report 
on new findings about vitamin D. We have found that if we 
repeat a message long enough, much of the public will wake 
up to scientific reality and the desire for self-preservation.

ALL hosPitALizED PAtiEnts shouLD BE  
tEstED For vitAmin D

The pioneer of antiseptic procedures in the hospital set-
ting was a Hungarian physician named Ignaz Semmel-

weis. In one of the world’s great detective stories, Dr. Sem-
melweis went back 100 years to find out why there was such 
an increase in puerperal fever (childbed fever) that had killed 
thousands of mothers in obstetric units.

Dr. Semmelweis correlated increases in autopsies per-
formed at hospitals with greater incidences of lethal puerperal 
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fever. It turned out that doctors would leave an autopsy room 
with their hands covered in decomposing human tissues (and 
lots of bacteria) and deliver babies with their fetid hands.

Semmelweis instructed his interns to wash their hands 
with chlorinated lime solutions and documented an immedi-
ate reduction in puerperal fever incidence.

Despite the logic of his arguments and concrete proof 
shown by the reduction in mortality when handwashing pro-
cedures were followed, Semmelweis faced a wall of opposi-
tion. Back in those days, maternity hospitals had horrendous 
reputations and were sometimes referred to as deathtraps. 
Some suggested that lives could be saved simply by closing 
the clinics where people went in with minor problems and 
ended up dying agonizing deaths. Doctors of the day refused 
to accept that they were the ones responsible for the deaths 
of thousands of young women. Semmelweis was eventually 
committed to an insane asylum where he died.

Move forward to 2009, and hospitals are still places to 
avoid. Medical errors, antibiotic-resistant infections, sleep 
interruption, pneumonia, and malnutrition continue to rav-
age those confined to the hospital setting.

An overlooked problem with institutional confinement is 
that patients admitted with insufficient vitamin D can rapidly 
develop severe vitamin D deficiency due to complete lack of 
sunlight and malnutrition caused by commotion in the hos-
pital environment.

A strong argument could be made that every patient 
admitted to a hospital should have their blood tested for vita-
min D and supplements administered to ensure that blood 
levels remain considerably above 30 ng/mL. The improve-
ment in immune function along with reduced inflammatory 
responses alone could result in many more patients leaving 
via the hospital lobby rather than its morgue.

There are respected medical authorities today advocat-
ing universal vitamin D supplementation, but their pleas are 
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all but ignored by most practicing doctors. Unlike the plight 
of women in childbirth exposed to puerperal fever by igno-
rant doctors in the past, no informed person has to suffer 
from lack of vitamin D. More and more people are taking 
their supplements with them when they go to the hospital 
because they know they will need them there more than in 
any other place.

WhErE to PurChAsE vitAmin D

Fortunately, the patent for synthesizing vitamin D expired 
long ago. It is an ultra-low-cost supplement available at 
any health food store, pharmacy, and most grocery stores. 
There is no economic impediment precluding immediate 
widespread supplementation.

Please know that we remain relentless in tearing down 
the walls of medical ignorance that are by far the leading 
causes of disability and death in the United States.

Important Update

In 2009, the Life Extension Foundation® conducted the 
largest study ever on blood levels of vitamin D in ded-
icated dietary supplement users. The startling find-
ings revealed that 85% of the study subjects had less 
than optimal vitamin D blood levels, defined as having 
25-hydroxyvitamin D below 50 ng/ml. Based on these 
unexpected findings, aging humans were encouraged to 
increase their supplemental vitamin D intake to between 
5,000 IU and 10,000 IU each day. A full report on this 
study can be found in the January 2010 issue of Life 
Extension Magazine® located at www.lef.org.
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Would You tolerate  
this abuse? 

Americans needlessly die while scientific discover-
ies that could save their lives remain trapped in 
bureaucratic red tape.

There is a solution to this travesty. Allow free market 
innovation into the healthcare arena, and the develop-
ment of new medical therapies will progress as rapidly as 
other technologies.

Do you remember how expensive long distance phone 
calling used to be?

Back in 1980, archaic federal rules enabled the original 
AT&T to control national long distance dialing. You could 
recognize a long distance call by the hissing and crackling 
noise heard before the caller spoke. High-speed Internet 
and mobile phone connections were not available.

ConsumErs Fought BACk

There was quite a debate around 1980 as to whether con-
sumers would benefit if other companies were allowed to 
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compete in offering long distance services. AT&T heavily 
lobbied Congress arguing that all kinds of terrible prob-
lems would occur if it lost its monopoly.

AT&T pointed to its stellar record of scientific advances 
and threatened that if it could not charge its monopolis-
tic rates, then further improvements in communications 
technology would be hindered. AT&T’s track record for sci-
entific prowess gave them a strong argument.

Fortunately, free market theory prevailed and AT&T 
was forced to relinquish its stranglehold over long dis-
tance calling in the United States. The transition was by 
no means smooth. The initial long distance competitors’ 
services were clearly inferior to AT&T. One newspaper col-
umnist complained that he was tired of being solicited by 
these substandard discount carriers and wanted the gov-
ernment to reinstate AT&T’s monopoly.

hoW timEs hAvE ChAngED

Anyone who has paid attention to long distance rates over 
the past 28 years appreciates the enormity of the benefit 
brought about by abolishing AT&T’s monopoly.

Consumers used to pay over 60 cents per minute for 
daytime long distance calls (equal to $1.39 per minute in 
today’s depreciated dollars).1 Can you imagine if you had 
to pay $250 for three hours of long distance calling? This 
would be unthinkable today where for under $40 a month, 
you can have an unlimited long distance service that usu-
ally includes local connection charges.

Consumers today save a whopping 84% compared with 
1980, even if they only make three hours of long distance 
calls a month. Unlike AT&T’s threats of technological stag-
nation, the quality, reliability, and speed of today’s long 
distance phone service are vastly superior.
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Why Do AmEriCAns toLErAtE PhArmACEutiCAL 
monoPoLiEs?

What if the federal government outlawed long distance 
competition and returned to the monopolistic ways of the 
past? If this were to occur, every elected politician who 
voted for this would be thrown out of office.

Yet the public today tolerates federal and state laws that 
enable pharmaceutical companies to conduct business as 
a virtual monopoly. The result is that Americans pay out-
landish prices for mediocre drugs that are often laden with 
side effects.

As AT&T did in 1980, drug companies seek to deceive 
Congress and the public by stating their high prices are 
needed in order to discover better technologies. The reality 
is that after decades of exorbitant drug pricing, one’s odds 
of surviving a serious disease using conventional methods 
are not substantially improving. Yet drug prices are expo-
nentially higher.

Citizen apathy has allowed this economic and medical 
bloodbath to occur. One of Life Extension’s missions is to 
provide the hard facts so that today’s antiquated regulatory 
system can be eradicated. We believe that in a free market 
environment, technological breakthroughs that occurred 
in telecommunications will also happen in medicine.

unrEguLAtED suPPLEmEnt PriCEs PLummEt

Unlike regulated prescription drugs, the cost of dietary 
supplements has plummeted over the past three decades.

For example, when coenzyme Q10 (CoQ10) was first 
introduced to Americans in 1983, a bottle containing 
1,000 mg (100 10-mg capsules) retailed for $30. In 2008, 
the retail price of a bottle containing 5,000 mg (100 50-mg 
capsules) of a superior form of CoQ10 (ubiquinol) is $58. 
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Based on milligram potency alone, the cost in inflation-
adjusted dollars for CoQ10 has come down by 83%.

If the FDA had succeeded in turning CoQ10 into a drug 
as it tried to do in the early 1980s, you might be paying 
$337.50 for what retails now for $58.

Under the FDA’s regulatory stranglehold, it is unlikely 
that the superior ubiquinol form of CoQ10 would have 
been “approved” any time soon. This would force Amer-
icans to pay the inflated price ($337.50 per bottle) for a 
less-than-optimal product. This illogic is what monopolies 
are all about, and why they cannot be allowed to exist.

If one looks at the price history of dietary supplements, 
costs are substantially lower now than when they were 
originally brought out. When SAMe was first introduced 
to Americans in 1996, it cost $45 for 4,000 mg (twenty 
200 mg tablets). This was the European-regulated “drug” 
price. Soon after it became an unregulated supplement, the 
price went down a great deal. As more manufacturers com-
peted to make SAMe, the price plummeted to where Life 
Extension® members can obtain 8,000 mg (twenty 400 mg 
tablets) for only $21. Thus SAMe now costs 77% less than 
when it was originally introduced.

Prescription drug costs, on the other hand, have skyrock-
eted at a rate that far exceeds inflation. The difference is that 
prescription drugs are heavily regulated, as opposed to dietary 
supplements that are sold under free market conditions.

toDAy’s hEALthCArE CAtAstroPhE

Today’s healthcare calamities are so numerous it is not 
possible to fit them into one issue of Life Extension Maga-
zine®. To remind you of news reports published in 2008, 
we reprinted a few of the appalling headlines at the end 
of this chapter.2–10
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As you can clearly see by these reports, unless radical 
legal changes are made, Americans will continue to pay 
high prices for dangerous drugs that have limited efficacy.

More frightening is the suffocating effect that regula-
tion has on the discovery of life-saving therapies. Just 
imagine if advancement in clinical medicine progressed at 
the same rapid rate as telecommunications. If it did, we 
would probably have cures for most killer diseases today!

For example, the first direct-dial transcontinental tele-
phone call occurred in 1951.11 That first call took 18 sec-
onds to complete, had lots of static in the background, and 
most consumers could not readily afford it. Move forward 
to 2008, and we all have access to clear phone connections 
across the country instantly at minimal cost.

Now look at the dire prognosis for pancreatic cancer 
patients today. A patient diagnosed with pancreatic cancer 
in 2008 typically lives just a few months longer compared 
with 1951.12–14 Yet the price for these additional months of 
life can be thousands of times higher than that in 1951.15

We need to swiftly improve medical science at a speed 
analogous to telecommunications, computers, and other 
unregulated technologies.

sCAthing FDA rEPort ProviDEs BAsis to 
rEvoLutionizE mEDiCinE

The FDA has provided a rare opportunity to enact legisla-
tion that can enable Americans to quickly gain access to 
life-saving medical therapies.

The FDA recently did a study of itself and its findings 
revealed that it is scientifically incompetent and incapa-
ble of doing its job.16,17 These are not mere allegations from 
outside critics, but are instead the FDA itself admitting 
that it cannot carry out its mission.
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There has never been a better time for a comprehensive 
overhaul of the FDA. Everything about it—from its mis-
sion to its management—needs to be taken apart, reviewed, 
redefined, and recreated so that it helps support, rather 
than obstruct, a vibrant free market in healthcare science.

CAn LogiC PrEvAiL ovEr LEthAL DogmA?

There are pessimists who think Americans will not be able 
to achieve true health freedom in the immediate future. 
Naysayers complain that if free market principles are 
extended to healthcare, some terminally ill patients will 
die sooner if experimental therapies fail.

Again, review what happened when long distance phone 
calling was deregulated. Sure, there were problems in the 
beginning, but look at where we are today with a depend-
able low-cost phone service affordable to all. Even more 
impressive are the incredible advancements in high-speed 
internet access and mobile phone connectivity that would 
have been unthinkable in the early 1980s.

Life Extension’s enthusiasm for a free market approach 
to healthcare is based on its confidence in judging which 
novel medical therapies are truly safe and effective. A look 
at Life Extension’s 28-year track record shows that it has 
been able to identify life-saving approaches to combating 
disease long before they are approved by the FDA.

Has LEF made mistakes? Yes, we have fallen victim to a 
few fraudulent studies that caused us to recommend prod-
ucts that we later found did not work. We have not, how-
ever, recommended products that killed anyone. Contrast 
this to regulated FDA-approved drugs that have collectively 
killed millions of Americans over the past three decades.

The logic of letting the free market determine what ther-
apies Americans may use to prevent and treat disease will 
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defeat the cynics who fear changing the regulatory quag-
mire that exists today. Existing laws that protect against 
real health fraud will still enable charlatans to be stopped 
and prosecuted.

hEADLinE nEWs QuotEs From 2008  
ForEshADoW toDAy’s hEALthCArE Crisis

thE $34 triLLion ProBLEm

Medicare is poised to wreak havoc on the economy. And our 
politicians are avoiding the issue.2

ELi LiLLy sEttLEs zyPrExA® LAWsuit

$15 million settlement announced; state of Alaska alleged the 
drug caused health problems that cost Medicaid program 
hundreds of millions.3

stuDy: Drug Errors hurt onE in FiFtEEn  
hosPitALizED kiDs

Medicine errors, overdoses, bad reactions harm one in 15 
hospitalized kids. This estimate translates to 7.3% of hos-
pitalized children, or 540,000 kids annually. Patient safety 
experts say that the problem is most likely even bigger than 
the study suggests.4

us LAgs BEhinD Forty-onE nAtions in LiFE sPAn

For decades, the United States has been slipping in interna-
tional rankings of life expectancy, as other countries improve 
healthcare, nutrition, and lifestyles.5

FDA BLAmED For DiP in nEW Drugs

New drug approvals down 31% so far this year: report; FDA 
still stinging from Vioxx® approval.6

BurEAuCrAtiC oBstACLEs shouLDn’t stAnD in thE WAy 
oF thE tErminALLy iLL

Back in 2001, a vivacious, 21-year-old student at the University 
of Virginia—Abigail Burroughs—died of cancer. Her death 
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was particularly heart-wrenching because, in the final weeks 
of her life, she was denied access to two investigational anti-
cancer drugs recommended by her oncologist. The FDA later 
approved the drugs.7

us rEPorts oF DEAth, siDE EFFECts From PrEsCriPtion 
Drugs triPLE

Reports of dangerous side effects and deaths from widely 
used medicines almost tripled between 1998 and 2005, an 
analysis of US drug data found.8

WomAn LEFt in Ct sCAnnEr AFtEr CLiniC CLosEs

A cancer patient says she was left alone in a CT scanner for 
hours after a technician apparently forgot about her. She 
finally crawled out of the device, only to find herself locked in 
the closed clinic. Doctor says it has happened before.9

BrEAst CAnCEr PAtiEnts mAy FACE morE hEArt risk

Breast cancer survivors may face increased risk of heart dis-
ease. Doctors are debating if it is time to largely abandon a 
chemotherapy mainstay that is one reason for the problem.10
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the FDa indicts itself 

Back in the early 1980s, Life Extension® predicted hor-
rific tragedies if government control over healthcare 
was not abolished. The heartbreaking fact is that tens 

of millions of Americans have needlessly suffered and died 
because of FDA incompetence . . . and the FDA now admits 
its own incompetence!

These tens of millions of lives lost are not statistics of 
strangers. Virtually everyone has family or friends who 
have been victimized by dangerous drugs or denied access 
to life-saving ones.

FDA unCovErs its oWn inADEQuACiEs

The FDA, in collusion with pharmaceutical giants and con-
ventional medical orthodoxy, is the leading cause of suffer-
ing and death in the United States.

Back in the early days, the FDA would defend its posi-
tion by proclaiming that it served to protect the public’s 
health. An endless number of well-publicized scandals 
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have caused the FDA itself to admit that it is incapable of 
carrying out its mission.1–10

If all the FDA did was act so cautiously that it almost 
never approved a dangerous drug, then at least the agency 
could point to some consumer value it provides. Instead, 
we are plagued by an antiquated regulatory agency that 
stifles the development of novel life-saving medications, 
while allowing a slew of drugs to be sold that have cumula-
tively cost millions of lives.

Americans thus suffer the “worst of both worlds” as they 
are poisoned by FDA-sanctioned prescription drugs, but 
denied the fruits of novel approaches to disease preven-
tion and treatment.

FDA’s inDiCtmEnt oF itsELF

In response to a barrage of criticisms, FDA commis-
sioner Dr. Edward von Eschenbach requested that a spe-
cial committee assess whether the FDA is capable of 
doing its job. The premise for the FDA’s massive audit of 
itself was the fear that “the nation is at risk if FDA sci-
ence is at risk.” 

Their sixty-page report, entitled “FDA Science and Mis-
sion at Risk,”11 states that “the world of drug discovery 
and development has undergone revolutionary change,” 
but the FDA’s “evaluation methods have remained largely 
unchanged over the last half century. ”

The following are exact quotes from the report:
�� The FDA cannot fulfill its mission because its scien-

tific base has eroded and its scientific organizational 
structure is weak.
�� The FDA cannot fulfill its mission because its scien-

tific work force does not have sufficient capacity and 
capability.
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�� The FDA cannot fulfill its mission because its infor-
mation technology (IT) infrastructure is inadequate.
�� The FDA does not have the capacity to ensure the 

safety of food for the nation.
�� The development of medical products based on “new 

science” cannot be adequately regulated by the FDA.
�� There is insufficient capacity in modeling, risk 

assessment, and analysis.
�� The FDA science agenda lacks a coherent structure 

and vision, as well as effective coordination and 
prioritization.
�� The FDA has substantial recruitment and retention 

challenges.
�� The FDA has an inadequate and ineffective program 

for scientist performance.
�� The FDA has not taken sufficient advantage of exter-

nal and internal collaborations.
�� The FDA lacks the information science capability 

and information infrastructure to fulfill its regula-
tory mandate.
�� The FDA cannot provide the information infrastruc-

ture support to regulate products based on new science.

Most appalling is the FDA’s own finding that it “cannot 
even keep up with the advances in science.”11 Said differ-
ently, this means that the FDA cannot keep up with scien-
tific breakthroughs that could cumulatively save millions 
of human lives!

rEsPonsEs to thE FDA’s DAmning rEPort oF itsELF

The Wall Street Journal wrote an editorial titled “The Real 
FDA Scandal” and quoted the following about the FDA’s 
admitted statement:
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Particularly in complex and specialized fields 
like genomics and biotechnology medicine, the 
FDA lacks the basic competence “to understand 
the impact of product use, to maintain ongoing 
currency with their evolution or to evaluate the 
sophisticated products produced” and “to sup-
port innovation in the industries and markets 
that it regulates.”12

The Wall Street Journal further wrote, “Think about that: 
We live amid a revolution in biology, but the FDA still 
thinks like it did when Sputnik launched.”12

Dr. David Kessler was the most publicly recognized FDA 
commissioner of all time. Dr. Kessler is still sought out by 
the media as a proponent on FDA issues. In response to 
this horrific report, however, Dr. Kessler stated, “The prob-
lems are way bigger than one commissioner. . . . I’m not 
sure how anybody could do this job now.”13

FDA commissioner Eschenbach stated, “I think to do 
what we need to do requires substantially more dollars 
than what has been invested in the FDA so far. . . . This is a 
systemic overhaul that must go on for years.”13

ProBLEms ArE WorsE thAn FDA ADmits

Many recent reports from outside organizations have been 
harshly critical of the FDA. These reports made national 
news for a day or two and were then quickly forgotten.14–24

Our greatest impediment to saving human lives is an 
incompetent and corrupt federal bureaucracy that is stran-
gling medical innovation, especially in the areas of genom-
ics and biotechnology where breakthroughs in anti-aging 
medicine are most expected.

In discussions with scientists about methods to signifi-
cantly extend our life spans, the problem with “the FDA” 
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inevitably arises. If the FDA’s bureaucratic roadblock is not 
torn down, we may all succumb to a disease that liberated 
scientists could readily prevent or cure.

There is not a magic immortality pill that the FDA is 
directly suppressing. Instead, the FDA is restraining the 
ability for medical science to progress. This is no longer 
just opinion. The FDA itself admits it cannot keep up with 
advances in science. So discoveries that could save human 
lives are not getting approved by the FDA and the cost is 
thousands of American lives being lost each day.

WhAt CAn BE DonE to stoP this CArnAgE

There are a number of proposals to turn around this lethal 
barrier to medical progress called the Food and Drug 
Administration (FDA). Some politicians say throw more 
tax dollars at the problem, while other politicians refuse to 
reward an agency with so much documented incompetence.

The FDA’s own report makes it clear that scientific inno-
vation is suffocated by bureaucratic red tape and incompe-
tency. Yet a medical renaissance is needed if our genera-
tion is to achieve dramatically extended life spans.

The only way to liberate scientific ingenuity is to allow 
Americans to obtain therapies that are clearly marked “Not 
approved by the FDA.” Under this free market scenario, 
those who want the so-called “protection” the FDA previ-
ously pretended it provided could continue receiving it.

Enlightened individuals and their doctors, on the other 
hand, would be able to choose novel therapies that are 
clearly labeled “Not approved by the FDA.”

Since it costs so much for a new drug to be approved, 
therapies that do not have to go through this arduous (and 
antiquated) approval process would cost less than outland-
ishly priced “approved” prescription drugs.
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Don’t LEt mEDiCAL innovAtion BE hELD hostAgE  
to FDA BurEAuCrACy!

Back in 2003, Life Extension® initiated a poll on a website 
that has about 400,000 new visitors each month.25 The peo-
ple visiting this site are not part of any anti-FDA group, nor 
were they exposed to anti-FDA teachings. These people were 
asked a simple question as to whether terminally ill cancer 
patients should have the right to any drug that might save 
their life. The results, after 22,506 votes were tabulated:

tErminALLy iLL CAnCEr PAtiEnts: 

�� Should have access to any drug that might save 
their life: 89%
�� Should only have access to drugs approved by the 

FDA: 11%

We live in a constitutional republic where the people’s 
wishes are supposed to be adhered to (so long as they don’t 
infringe on the rights of others). If 89% of the American 
public thinks terminal cancer patients should have access 
to any drug that could save their life, then there is no rea-
son for the law not to be changed to allow Americans to 
access therapies “Not approved by the FDA.”

Companies that engage in fraud could be prosecuted 
under consumer protection laws that already exist. The 
FDA could post its opinion about the safety and efficacy 
of unapproved therapies on its website (www.fda.gov). 
The civil litigation risks to companies that knowingly sell 
bogus products would preclude large-scale unsavory activi-
ties that some are concerned with. The greater fear Ameri-
cans face is being diagnosed with a lethal disease only to 
find out that a cure is nowhere in sight.
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rEACtions to thE FDA’s ConFEssion

The FDA’s admission that it cannot do its job has stirred 
up a hornet’s nest of outrage from organizations who have 
long argued that the FDA is the greatest impediment to 
the advancement of medical science.

A new bill has been drafted that is being presented by 
health freedom activists to our friends in Congress. Passage 
of this bill into law will liberate Americans from the FDA’s 
nearly 50-year tyrannical rule over what therapies an indi-
vidual is allowed to choose to remain alive. A remarkable 
number of divergent health organizations are finally recog-
nizing the lethal consequences of ignoring the FDA’s inepti-
tudes and have committed to backing this legislation.

American citizens deserve the right to choose what 
goes into their bodies. Those who prefer therapies that 
are “Not approved by the FDA” should be allowed to do 
so, especially now that the FDA has come to the conclu-
sion that it is too incapable and incompetent to keep up 
with scientific advances.

Update

Regrettably, the Congressional bill that would have given 
terminal patients access to experimental therapies was 
not enacted into law. Pharmaceutical giants represent a 
huge special interest that does not want innovative nim-
ble companies competing to bring out better therapies at 
lower prices. Big Pharma enjoys record profits by selling 
antiquated therapies at outlandish prices and lobbies hard 
to protect its sordid quasi-monopoly.
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the FDa’s cruel Hoax 

Do you remember how popular tryptophan was in the 
1980s? Back in those days, people seeking to lose 
weight, improve sleep, or alleviate depression used 

tryptophan to safely increase serotonin levels in their brain.
Serotonin is the natural compound that promotes feel-

ings of wellbeing, satiety, and relaxation. A serotonin defi-
ciency can result in sleep disturbance, anxiety, depression, 
and a propensity to overeat.

In 1989, the FDA restricted the importation of tryp-
tophan. This forced American consumers to switch to 
expensive prescription drugs that produced only partial 
effects at best.

Tryptophan is an amino acid found naturally in the foods 
that we eat. The reason its sale was stopped was because of 
defective tryptophan made by a substandard company.

The FDA’s prejudicial position against tryptophan caused 
Americans to suffer widespread deficiencies of serotonin 
in their brains. A result of serotonin deficiency may be 
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reflected in today’s epidemic of obesity, depression, anxi-
ety, and insomnia.

tryPtoPhAn is BACk!

Despite intense lobbying efforts by pharmaceutical com-
panies, the FDA could not rationally continue to block the 
sale of tryptophan. After all, tryptophan is not only found 
in food, but the very tryptophan that the FDA restricted is 
still used in infant formulas and intravenous feeding solu-
tions. If there were any danger to tryptophan, we would 
have known about it long ago.

Pharmaceutical-pure tryptophan can now be imported 
for use in dietary supplements. This means that aging 
Americans may be able to discard certain prescription 
drugs and once again treat their serotonin deficiency dis-
order with what Mother Nature intended all along . . . the 
amino acid tryptophan itself!

A FinAnCiAL WinDFALL For thE Drug ComPAniEs

At the time that the FDA restricted tryptophan, it was  
the most popular dietary supplements sold in the United 
States. Perhaps it is a coincidence, but since 1989, the per-
centages of overweight and obese adult Americans have 
soared. Could it be that a nationwide serotonin deficiency 
has led to the high-carbohydrate overeating syndrome 
that so many Americans suffer from today?

The removal of tryptophan created an economic windfall 
for the drug companies. Sales of drugs that interfere with 
the brain’s reuptake of serotonin (like Prozac®, and later 
Paxil® and Zoloft®) shot through the roof, earning tens 
of billions of dollars of profits for drug companies. While 
these drugs caused large numbers of unpleasant and pos-
sibly lethal side effects, the FDA withdrew none of them.
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The ensuing epidemic of weight gain and sleeplessness 
resulted in dozens of anti-obesity and anti-insomnia drugs 
being approved by the FDA, some of which had horren-
dous side effects, and others that had virtually no efficacy.

Critics contend that the contaminated tryptophan com-
ing from one substandard Japanese company provided a 
convenient excuse for the FDA to restrict the sale of all 
tryptophan dietary supplements. The FDA’s actions guar-
anteed that Americans would become tryptophan-defi-
cient, and therefore turn to prescription drugs for relief 
from a host of disorders related to insufficient serotonin 
in the brain.

PhArmACEutiCAL-PurE tryPtoPhAn  
noW AvAiLABLE

Consumers now have access to pharmaceutical-pure trypto-
phan as an over-the-counter dietary supplement. According 
to the FDA, it is now the responsibility of the company who 
sells the tryptophan to ensure that it is not contaminated.

For 19 years, aging Americans have been forced to set-
tle for less-than-optimal levels of tryptophan/serotonin in 
their bodies.

Based on what has been published in the peer-reviewed 
scientific literature, it would appear that consumers have 
suffered enormously from a host of disorders related to 
lack of serotonin in the brain.

Pharmaceutical companies, on the other hand, have 
accumulated exorbitant wealth, as depressed, overweight, 
and sleep-deprived consumers were forced to experiment 
with costly and side effect-laden drugs in order to combat 
the effects of serotonin deficiency.

If tryptophan dietary supplements provide relief to 
those suffering from common age-related disorders such 
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as anxiety, depressed mood, sleeplessness, and unwanted 
weight gain, the FDA’s nearly two-decade restriction on 
this natural agent may turn out to be one of the cruelest 
hoaxes of all time.
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Fish oil now available  
by Prescription!

For decades, the pharmaceutical industry has sought to 
limit competition by trying to get the FDA to regu-
late high-potency supplements as drugs. It was only 

because of intense consumer backlash that Congress 
passed legislation that protected the free sale of most sup-
plements in the United States.

The introduction of an overpriced prescription fish oil 
drug provides absolute proof that every letter to Con-
gress was well worth sending. Americans were perceptive 
enough to not let the drug industry (and federal govern-
ment) trample our liberties under the guise of “protecting” 
us against “unproven” products.

PrEsCriPtion Fish oiL

The scientific evidence documenting the effects of fish oil 
in the body is overwhelming.1–3 One of the substantiated 
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benefits of fish oil supplementation is lowering elevated 
triglycerides in the blood.4–6

An enterprising company used the scientific findings 
about fish oil and conducted a study on humans with 
extremely high triglycerides (over 500 mg/dL).7 As would 
be expected, compared to placebo, the triglyceride lev-
els of the patients who received the fish oil were reduced 
by 51.6%. This company then applied to the FDA to have 
its fish oil approved as a new drug. The FDA granted the 
approval based on the company-sponsored clinical study 
showing that fish oil does exactly what it had previously 
been shown to do—that is, lower triglyceride levels.

With prescription drug status, this company is now free 
to make specific health claims about fish oil and aggres-
sively sell it through cardiologists. If this company’s mar-
keting efforts are successful, it stands to earn an enor-
mous amount of money from unwitting patients who do 
not realize that they can obtain fish oil supplements for a 
fraction of the price of this prescription fish oil drug.

Why WouLD you EvEr Buy your Fish oiL  
By PrEsCriPtion?

This new prescription fish oil product, containing 180 one 
thousand-milligram capsules per bottle, costs a whopping 
$236.89! That is about nine times more expensive than 
what this amount of fish oil sells for in a health food store.

The company selling this prescription fish oil drug knew 
that some consumers might question why they should pay 
such a high price. In their marketing materials, the com-
pany tries to differentiate their fish oil drug from what is 
available in health food stores by stating the following:

The US Food and Drug Administration (FDA) has 
not approved nonprescription, dietary supplement 
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omega-3s for the treatment of any specific disease 
or medical condition, like very high triglyceride 
levels. Dietary supplement omega-3, or so-called 
fish oil, is not a substitute for prescription (fish oil) 
because they are not bioequivalent.8

Those who feel more comfortable using FDA-approved 
products can choose to pay the outlandish price of $236.89 
for each bottle of this prescription-only fish oil drug. Even 
people with health insurance may find that their co-pay for 
this fish oil drug is still higher than what they could freely 
pay for fish oil supplements at a health food store. That is 
to say nothing of how much health insurance premiums 
could increase if too many patients are deceived into using 
this overpriced fish oil drug.

grEAtEr ConCEntrAtion oF EPA/DhA  
in PrEsCriPtion Fish oiL

This expensive fish oil drug does provide more EPA and 
DHA in each capsule than do most fish oil products sold 
by supplement companies. What this means is that five or 
six ordinary fish oil capsules might be needed to get the 
same amount of EPA/DHA contained in four capsules of 
this prescription-only version. But on a cost-per-milligram 
basis, the price for the prescription fish oil is still much 
higher than the non-prescription supplement.

WhAt othEr nEW PrEsCriPtion Fish oiL Drugs 
might thE FDA APProvE?

Fish oil has been shown to prevent or alleviate a wide vari-
ety of ailments, including depression,9–19 osteoporosis,20–23 
arthritis,24–28 stroke,29–31 heart attack,32–44 Alzheimer’s dis-
ease,45–54 and some forms of cancer.55–61

Might there be future prescription fish oil products approved 
by the FDA as antidepressant drugs, as bone-protecting 
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prescription drugs, as anti-arthritis prescription drugs, 
and even as cancer-preventive prescription drugs?

If so, some drug companies stand to make a lot of money. 
Elderly patients who are unaware of lower-cost fish oil 
supplements might have to do without some basic neces-
sities in order to afford their fish oil prescriptions. This is 
unfortunate, as these high-priced fish oil drugs provide 
the same omega-3 fatty acids that health-conscious Amer-
icans have been supplementing with for the past 35 years.

Update

Perhaps in response to harsh criticism, the price of pre-
scription drug fish oil has dropped somewhat since its 
introduction in 2006, but it is still exponentially higher 
priced than what can be found in health food stores.
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FDa threatens to raid 
cherry orchards 

As americans struggle to eat a healthier diet, the FDA 
has taken draconian steps to suppress information 
about foods that reduce disease risk. 

While various agencies of the federal government 
encourage us to eat more fruits and vegetables, the FDA 
has issued an edict that precludes cherry companies from 
posting scientific data on their websites. This censorship 
of published peer-reviewed studies denies consumers 
access to information that could be used to make wiser 
food choices. 

Tobacco products kill 450,000 Americans each year.1 
Few people understand, however, that poor dietary habits 
are responsible for more deaths than tobacco. Consider-
ing the plethora of toxic foods advertised on television, it 
is easy to understand why so many consumers eat them-
selves to death. Just imagine if all you ate is what you saw 
advertised in the mass media. 
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The government stopped protecting the tobacco compa-
nies long ago, but the FDA continues to take actions that 
steer Americans away from certain fruits and vegetables 
that have proven disease-preventive effects. 

FDA intimiDAtEs ChErry groWErs 

There is not much profit in selling fresh fruits and vegeta-
bles. Growers of such foods cannot afford to advertise their 
produce in a meaningful way. Fortunately, the advent of the 
Internet has allowed cherry growers to enlighten the public 
about scientific studies showing that nutrients contained in 
cherries have significant health benefits.2–15 Until recently, 
consumers could learn of the health benefits of cherries just 
by logging on to a cherry company’s website. Some individ-
uals might be impressed enough with this data to actually 
buy cherries at the grocery store instead of trans fat-laden 
snacks being advertised every second in the mass media. 

On October 17, 2005, the FDA banned information 
about cherries’ health benefits from appearing on web-
sites.16,17 The FDA sent warning letters to 29 companies 
that market cherry products. In these letters, the FDA 
ordered the companies to stop publicizing scientific data 
about cherries.18 According to the FDA, when cherry com-
panies disseminate this information, the cherries become 
unapproved drugs subject to seizure. The FDA warns that 
if those involved in cherry trafficking continue to inform 
consumers about these scientific studies, criminal prose-
cutions will ensue.17 

Why AmEriCAns Don’t EAt morE Fruit 

The processed food industry has earned enormous profits 
by loading cheap and dangerous foods with sugar, salt, pre-
servatives, trans fats, saturated fats, and other unhealthy 
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byproducts. Processed foods taste good to most people 
and are quite inexpensive compared to fresh produce. In 
order to convince the public to switch from toxic foods 
that damage the arterial wall, mutate DNA, and induce 
age-related disease, those who sell fresh fruits need to 
inform the public about the benefits scientists have dis-
covered about plant foods.19–37 

Fresh fruit can be expensive and it spoils relatively quickly. 
Many consumers have developed a taste addiction to pro-
cessed foods, and find it challenging to switch to a healthier 
diet that costs more and is not as pleasing to the palate. 

By censoring scientific information about cherries, the 
FDA is in effect shutting down an opportunity for more 
Americans to learn about the remarkable health benefits 
that have been discovered about this fruit. 

Do ChErriEs PrEvEnt CAnCEr? 

In a warning letter to Friske Orchards of Ellsworth, MI, 
the FDA recites the following information contained on 
this orchard’s website:38 “Tart cherries may reduce the risk 
of colon cancer because of the anthocyanins and cyanidin 
contained in the cherry.” 

The FDA goes on to say in its warning letter: 

These claims cause your product to be a drug as 
defined in section 201(g). . . . Because this prod-
uct is not generally recognized as safe and effec-
tive when used as labeled, it is also defined as a 
new drug in section 201(p). . . . Under section 
505 of the Act (21 USC 355), a new drug may not 
be legally marketed in the United States without 
an approved New Drug Application. . . . 

Interestingly, the FDA is not denying the veracity of this 
information. Instead, it insists that a new drug application 
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has to be approved before the public can be informed about 
the scientific data supporting cherries. The FDA also 
asserts, without any basis, that cherries “have not been 
recognized as safe and effective when used as labeled.”38 
According to the FDA’s interpretation of the law, cherry 
growers are engaged in criminal conduct by relaying find-
ings that have been published in peer-reviewed scientific 
journals. Whether you or other Americans develop cancer 
does not appear to be a consideration of an agency whose 
written mission statement includes the following: 

The FDA is responsible for advancing the pub-
lic health by helping to speed innovations that 
make medicines and foods more effective, safer, 
and more affordable; and helping the public get 
the accurate, science-based information they 
need to use medicines and foods to improve 
their health.39 

As Life Extension® documented many years ago, the 
FDA does the opposite of what it pretends to do. Instead of 
“helping the public get the accurate, science-based infor-
mation they need to use foods to improve their health,” 
the FDA has gone to extreme lengths to deny American 
citizens the right to learn about scientific studies substan-
tiating the health benefits discovered about cherries (and 
other fruits). 

A mEDiCAL AtroCity! 

In November 2004, Dr. David Graham, associate direc-
tor for science at the FDA’s Office of Drug Safety, testi-
fied before Congress that Vioxx® had caused 88,000 to 
139,000 excess cases of heart attack and stroke.40 Dr. Gra-
ham severely criticized his own employer (the FDA) for 
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intentionally covering up information about the lethal 
side effects of Vioxx®. 

The FDA is greatly concerned that cherry companies are 
disseminating scientific data showing that cherries are 
more effective than FDA-approved drugs in alleviating 
arthritis inflammation and pain. 

The FDA is willing to throw cherry growers in jail for sug-
gesting that their fruit may safely alleviate arthritis dis-
comfort, yet the irrefutable facts are that the FDA inten-
tionally concealed the dangers of Vioxx® for years, thereby 
causing the needless death of tens of thousands of Ameri-
cans. Who are the real criminals here? 

The FDA says it is responsible for “protecting the public 
health” by assuring the safety of drugs. It does not take much 
brainpower to see that the FDA’s purported mission is noth-
ing more than a hoax to protect the economic interests of the 
pharmaceutical giants. 

It would appear that the FDA is concerned that if too 
many arthritis sufferers discover that eating cherries could 
alleviate inflammation and pain, the multibillion-dollar 
market for anti-inflammatory drugs would be detrimen-
tally affected. Pharmaceutical industry profits have been 
spared for the moment by the flagrant acts perpetrated 
against cherry companies by the FDA. 

CongrEss rECognizEs ProBLEms With FDA 

As this nation faces a worsening healthcare crisis that 
threatens to bankrupt corporations, aging adults, and the 
government itself, members of Congress are becoming 
incensed that the FDA is suppressing proven methods to 
prevent and treat disease. 

On November 10, 2005, a bill was introduced in the 
United States House of Representatives that would prohibit 
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the FDA from denying consumers access to truthful health 
information. The name of this bill is the Health Freedom 
Protection Act (H.R. 4282).41 

The original sponsors of this bill introduced it by exposing 
the FDA’s inappropriate censorship of life-saving scientific 
information. Here is an excerpt from this historic speech: 

Because of the FDA’s censorship of truthful 
health claims, millions of Americans may suf-
fer with diseases and other healthcare problems 
they may have avoided by using dietary supple-
ments. For example, the FDA prohibited con-
sumers from learning how folic acid reduces the 
risk of neural tube defects for four years after 
the Centers for Disease Control and Prevention 
recommended every woman of childbearing 
age take folic acid supplements to reduce neu-
ral tube defects. This FDA action contributed to 
an estimated 10,000 cases of preventable neural 
tube defects! 

The FDA also continues to prohibit consumers 
from learning about the scientific evidence that 
glucosamine and chondroitin sulfate are effective 
in the treatment of osteoarthritis; that omega-3 
fatty acids may reduce the risk of sudden death 
heart attack; and that calcium may reduce the 
risk of bone fractures. 

The Health Freedom Protection Act will force 
the FDA to at last comply with the commands of 
Congress, the First Amendment, and the Amer-
ican people by codifying the First Amendment 
standards adopted by the federal courts. Specif-
ically, the Health Freedom Protection Act stops 



219FDa threatens to raid cherry orchards •

the FDA from censoring truthful claims about 
the curative, mitigative, or preventative effects 
of dietary supplements, and adopts the federal 
court’s suggested use of disclaimers as an alter-
native to censorship. The Health Freedom Pro-
tection Act also stops the FDA from prohibiting 
the distribution of scientific articles and publica-
tions regarding the role of nutrients in protect-
ing against disease.42 

CitizEns rEvoLt AgAinst  
BurEAuCrAtiC CorruPtion 

When Life Extension® stated in 1989 that the law had to 
be changed to allow scientific information about foods and 
supplements to be freely disseminated, everyone told us 
that it was impossible to beat the entrenched FDA on Capi-
tol Hill. As we went on national television and radio shows 
in the early 1990s to expose the incompetence and fraud 
perpetrated against the public by the FDA, a growing num-
ber of health-conscious individuals began to realize the 
magnitude of the problem. 

In October 1994, by a nearly unanimous margin, Con-
gress enacted the Dietary Supplement Health and Edu-
cation Act (DSHEA), which allowed the public to learn 
about some of the health benefits attributed to certain 
nutrients.43 

Despite significant losses in the federal courts regarding 
how DSHEA should be interpreted, the FDA is continu-
ing to dedicate substantial resources to suppressing scien-
tific information about how certain foods may prevent and 
treat disease. The FDA’s arrogance is appalling in light of 
the record number of prescription drugs that have been 
withdrawn because too many users are dying from side 
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effects. In the case of cherries, many of the scientific stud-
ies the FDA is concerned about relate to this fruit’s anti-
arthritic effect.4–6,44,45 

The FDA’s flagrant disregard for the First Amendment 
and DSHEA is one reason why the Health Freedom Pro-
tection Act was introduced. Members of Congress and the 
American public are fed up with the abuse of power per-
petrated by an agency whose track record shows a reckless 
disregard for human life.

Drug ComPAniEs ControL FDA 

The FDA has come under fire by the media and Congress 
for its failure to protect consumers against dangerous 
drugs. Life Extension® has long contended that large drug 
companies exert tremendous influence over the FDA. The 
result is that toxic drugs remain on the market while the 
sale of dietary supplements (and now even cherries) is 
impeded by FDA. 

One reason doctors prescribe dangerous drugs is that 
pharmaceutical companies persuade the FDA to omit 
information concerning side effects from the drug’s label. 
An egregious example of the incestuous control that drug 
companies exert over the FDA came to light with the 
Vioxx® scandal. 

Based on evidence showing increased heart attack rates 
in Vioxx® users, the FDA suggested putting a cardiovas-
cular warning on the label. Merck, the maker of Vioxx®, 
vehemently objected. On November 8, 2001, when talks 
with the FDA were not going to Merck’s liking, the head of 
Merck’s research department sent an email to his top sci-
entists stating: 

Twice in my life I have had to say to the FDA, 
“That label is unacceptable, we will not under 
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any circumstances accept it.” . . . I assure you I 
will NOT sign off on any label that has a cardiac 
warning for Vioxx®.46 

Vioxx® was withdrawn from the market on September 
30, 2004, after a clinical trial showed the risk of heart 
attack and stroke doubled for patients taking Vioxx® for 
more than 18 months.47–49 The FDA knew about the car-
diovascular risks of Vioxx® years before it was withdrawn, 
but succumbed to drug company pressure to omit this 
information from the drug’s warning box. It did appear 
many months later on the label’s “precautions box,” which 
is normally too voluminous for anyone to read. 

The statement by the Merck official that he would “not 
under any circumstances accept” a cardiovascular warn-
ing on Vioxx® provides a startling glimpse into how much 
control drug companies have over the FDA. Consumers 
are relegated to ingest toxic drugs while the FDA takes 
extraordinary measures to censor information showing 
the anti-arthritis efficacy of cherries. 

Update

As with many bills introduced that would give consum-
ers access to truthful information about healthy foods and 
supplements, the Health Freedom Protection Act was not 
enacted into law by Congress, which is why FDA is able to 
censor truthful health claims about walnuts, green tea, 
and other foods that decrease disease risk.
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inside the FDa’s Brain

The fda has released a detailed report that states, “it 
is highly unlikely that green tea reduces the risk of 
prostate cancer.”1

The FDA made it clear that it evaluates lots of evidence 
when deciding whether to allow a health claim. Most of 
this evidence, however, is eliminated from further review 
because it does not meet the agency’s standards.

While there are numerous published studies on green 
tea and prostate cancer, the FDA determined that only 
two met its standards. The first study cited by the agency 
showed that drinking three cups of green tea a day reduced 
prostate cancer risk by 73%.2 The second study did not pro-
vide statistically significant data, but showed that drinking 
two to 10 cups of green tea daily reduced prostate cancer 
risk by 33%.3 According to the FDA, “both studies received 
high methodological quality ratings.”

Based on these two human studies, the FDA will allow 
the following health claim for green tea beverages:
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One weak and limited study does not show that 
drinking green tea reduces the risk of prostate 
cancer, but another weak and limited study sug-
gests that drinking green tea may reduce this 
risk. Based on these studies, FDA concludes that 
it is highly unlikely that green tea reduces the 
risk of prostate cancer.1

Why FDA CALLs thEsE “WEAk” stuDiEs

The FDA’s gold standard is tightly controlled studies that 
consist of an active component and a placebo arm. The two 
green tea studies chosen by the FDA evaluated the effects 
of historical consumption of green tea beverages on pros-
tate cancer risk.

The studies showed that the greater the consumption of 
green tea, the lower the prostate cancer risk. This does not, 
however, impress the FDA as much as a carefully designed 
study where half of the men would drink three to 10 cups 
of green tea a day while the other half drank a placebo 
beverage.

While the FDA admits that the study showing a 73% 
reduction in prostate cancer risk is significant, the agency 
believes the study that showed a non-statistically signif-
icant 33% risk reduction cancelled out the better study. 
According to the FDA, “replication of scientific findings is 
important in order to substantiate results.”4,5

thE omittED stuDy

While the FDA claims to have extensively reviewed the 
scientific literature to find the truth about green tea and 
prostate cancer, one important study was overlooked.

In a tightly controlled clinical setting, men with pre-
malignant prostate disease were given either 600 mg a day 
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of green tea extract or a placebo. Compared to those who 
received the placebo, men with this pre-malignant condi-
tion who received the green tea extract were 90% less likely 
to develop prostate cancer.6

While the FDA may argue that green tea supplements 
differ from green tea beverages, the fact is that this pla-
cebo-controlled study existed, but was omitted from the 
FDA’s report. The FDA’s report concluded:

Based on FDA’s review of the strength of the 
total body of publicly available scientific evi-
dence for a claim about green tea and reduced 
risk of prostate cancer, FDA ranks this evidence 
as the lowest level for a qualified health claim. 
For the reasons given above, FDA concludes that 
it is highly unlikely that green tea reduces the 
risk of prostate cancer.4

thE FDA PrEss rELEAsE

The FDA issued a press release to alert the world that green 
tea has little or no value in preventing cancer. The news 
media picked up on the FDA’s negative findings about 
green tea and echoed the agency’s claims that green tea 
does not prevent cancer.

Newspapers and television stations reported that con-
sumers were wasting their money by drinking green 
tea. None of these media sources bothered to check the 
National Library of Medicine’s database to find over 600 
studies relating to green tea and cancer. Even a cursory 
review of these studies reveals a very different story than 
what was contained in the FDA’s press release.

The National Library of Medicine is part of the US Depart-
ment of Health and Human Services, the same parent 
agency as the FDA!
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ConsumErs nEED to knoW thE FACts

The United States faces a worsening healthcare crisis as 
aging baby boomers financially exhaust the nation’s medi-
cal systems.

The FDA is empowered to regulate almost every aspect 
of our healthcare, yet this federal agency continues to 
behave in a manner that promotes illness. An unbiased 
review of the published scientific literature reveals health 
properties attributed to green tea, but the FDA has 
restricted what Americans are allowed to read on the 
labels of green tea beverages.

If the data about green tea and prostate cancer risk turn 
out to be only partially accurate, the lives of millions of 
men could be saved and billions of dollars shaved off future 
healthcare expenditures. Yet the law still allows the FDA 
to censor truthful information about foods and dietary 
supplements.

WE CAn ChAngE thE LAW

On May 12, 2005, a bill was introduced in the US House 
of Representatives that would give consumers access to 
truthful, non-misleading health information. This bill—
the Consumers’ Access to Health Information Act (H.R. 
2352)7—seeks to amend the Food, Drug and Cosmetic Act 
to ensure that:

�� Accurate health claims are not suppressed;
�� Consumers are given truthful and complete infor-

mation about the curative, mitigation, treatment, 
and prevention effects of foods and dietary supple-
ments on disease or health-related conditions;
�� The FDA honors the intent of the Congress not to 

censor accurate health claims.
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This is one of the most critical pieces of legislation to ever 
come before Congress. Passage of the Consumers’ Access 
to Health Information Act would enable the American 
public to learn how to prevent many of the degenerative 
diseases of aging. This bill could help avert the healthcare 
crisis that is threatening to bankrupt Medicare, corpora-
tions, and aging adults.

Update

An apathetic Congress again failed to pass this bill (Con-
sumer’s Access to Health Information Act) that would 
have enabled Americans to learn about the disease preven-
tion potential of healthy dietary practices.
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FDa Fails to Protect 
Domestic Drug Supply

If you take the information on the FDA’s website at face 
value, you would be convinced that the FDA has guar-
anteed the safety of our drug supply—as long as you 

do not import any prescription drugs from outside the 
United States.

According to the FDA’s website, medications not 
approved for sale in the US may not have been manufac-
tured under this nation’s rigid quality assurance proce-
dures that ensure a safe, effective product. These imported 
drugs may not have been evaluated for safety and effective-
ness in the US, and thus might be addictive or even contain 
dangerous substances. Moreover, according to the FDA’s 
website, some imported medications—even those bearing 
the name of a US-approved product—may be counterfeit 
versions that are unsafe or even completely ineffective. 
The FDA suggests that you need not worry about these 
dangers if you buy drugs from domestic pharmacies.1
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Joe McCallion, a consumer safety officer in the FDA’s 
Office of Regulatory Affairs, sums it up this way: “If you buy 
drugs that come from outside the US, the FDA doesn’t know 
what you’re getting, which means safety can’t be assured.”1

On the other hand, the FDA website notes that drugs 
sold in the US must be made in accordance with good man-
ufacturing practices, and all products must have proper 
labeling that conforms to FDA requirements. As part of 
the FDA’s “high” standards, drugs can be manufactured 
only at plants registered with the agency, and manufac-
turers are subject to ongoing FDA inspections. Along with 
these legal requirements, US pharmacists and wholesalers 
must be licensed or authorized in the states where they 
operate.1 These safeguards in the process of getting drugs 
onto US pharmacy shelves ensure that the products you 
buy are safe and effective.

It is a great argument, designed to assure us that the 
FDA has things well under control. If only it were true.

thE rEAL story

In fact, the drugs you buy pass through a network of whole-
salers operating under lax state supervision and virtually 
no FDA supervision. You probably assume the drug manu-
facturers ship their products directly to pharmacies, main-
taining strict control all along the way. Not so. Big phar-
maceutical companies use middlemen that buy, sell, sort, 
repackage, and distribute 98% of the nation’s medicine. 
These middlemen, numbering about 6,500 in all, range 
from publicly traded giants with pristine warehouses to 
small, obscure, backroom operators. While the three larg-
est companies control 90% of this market, below them are 
some 15 regional wholesalers, and below them are scores 
of smaller secondary wholesalers.
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All of these middlemen, regardless of size, aim to buy 
medicine as cheaply as possible and resell it for a profit, a 
system of arbitrage made possible by widely varying drug 
prices. Drug companies offer an array of targeted discounts 
that result in their selling the exact same drug for any num-
ber of prices.

These varying prices often spark frenetic trading among 
the wholesalers. The “Big Three” distributors have trading 
divisions that scout the secondary wholesale market for 
discounted medicine, and they have been known to boast 
how much they saved by purchasing heavily discounted 
medicine from obscure wholesalers. The secondary whole-
salers contend that this aggressive trading helps reduce 
drug prices for mom-and-pop pharmacies and local hospi-
tals that lack the buying power of the big chains.

However, the bargains also drive a parallel and illegal 
process called diversion, in which some middlemen resort 
to fraud or misrepresentation to obtain discounted medi-
cine. Corrupt wholesalers often solicit “closed-door” phar-
macies (those that supposedly buy only for themselves) 
and others that qualify for discounts to buy more medi-
cine than they need and sell the rest out the back door for 
kickbacks. In 2000, the National Association of Boards of 
Pharmacy estimated that up to four-fifths of the closed-
door pharmacies that received discounted medicine ille-
gally resold at least a portion of it to outside buyers.

stoLEn Drugs

In her book, Dangerous Doses: How Counterfeiters Are Con-
taminating America’s Drug Supply, investigative medical 
reporter Katherine Eban details the results of a two-year 
exploration of America’s secret ring of drug counterfeit-
ers, following the trail of medicine as it winds its way from 
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a seemingly minor break-in to a sprawling national net-
work of drug polluters. She follows the progress of a team 
of Florida criminal investigators as they uncover sickening 
examples of stolen medicine that is resold as the genuine 
article without any of the safeguards we assume exist for 
prescription drugs.2

While the FDA has an Office of Criminal Investigations, 
the agency does not aggressively pursue these matters. 
The wholesalers profiled in Dangerous Doses use this confu-
sion to their advantage. They have state licenses, lawyers, 
accountants, and all the trappings of legitimacy. Their goal 
is to buy low, sell high, and make money. But they have lit-
tle incentive to maintain drugs in pristine condition.2

Three years ago in Florida, it was laughably easy to 
become a pharmaceutical wholesaler. All you needed was 
a refrigerator, an air conditioner, an alarm to secure your 
products, $200 for a security bond, and $700 for a license. 
No experience or particular knowledge was required. You 
had to certify that you had no criminal record, but the 
state’s pharmaceutical bureau did not actually check for 
a criminal background. Through this loophole slipped all 
sorts of unsavory characters: former cocaine dealers look-
ing for good money with less chance of jail time, real estate 
hucksters, and others. Once established, a pharmaceutical 
wholesaler had little reason to worry about FDA inspec-
tions. State authorities alone regulated your business. And 
each inspector had some 300 companies to look after.2

With this regulatory framework, Florida’s pharmaceutical 
wholesale companies proliferated like rabbits, far beyond any 
need for them. By 2002, Florida had licensed 1,399 whole-
salers, one for every three pharmacies in the state. The vast 
majority of these companies were based out of state, though 
some actually were Florida operations. The wholesalers set 
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up “corporate headquarters” by rerouting their calls and 
faxes to make it appear that they had offices everywhere.2

Not surprisingly, criminal elements were drawn to this 
regulatory vacuum like moths to a flame. The state investi-
gation began when a two-bit burglar stole cancer medicine 
from an unlocked refrigerator at Jackson Memorial Hospi-
tal in Miami. Caught in the act, he cooperated with police 
in return for leniency, agreeing to carry a hidden micro-
phone while he sold his stolen goods. The woman who 
bought the drug, a licensed wholesaler, threw it in the hot 
trunk of her car while she did errands, destroying the 
potency of this delicate medicine without any obvious 
indication of damage. According to the investigators, this 
adulteration happens frequently, with the end-user of the 
drug being the hapless victim. Arrested later that day, she 
also agreed to cooperate, and in time the state investiga-
tors worked their way to the kingpins of the trade, who 
were making millions from this illicit activity.2

rECyCLED Drugs

One of these men was Michael Carlow, who pocketed $2.5 
million in a single eight-month period. Duffel bags deliv-
ered to his house were filled with pill bottles, medicine 
vials, and bags of blood derivatives, all culled from differ-
ent sources and some still bearing the labels of the patients 
to whom they had been dispensed.2

His conspirators maintained the flow of discounted 
inventory by buying anti-cancer and anti-AIDS drugs 
from patients treated at health clinics in Miami’s slums. 
Some of those infected with HIV/AIDS were crack addicts 
who preferred getting high to getting well. Carlow’s asso-
ciates waited for them outside the clinics and swayed 
them to sell their Medicaid-supplied medicine (including 
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growth hormone that retails for more than $1,000) for a 
few $20 bills.2

Carlow sold the medicine through his licensed wholesale 
businesses, using a variety of aliases to make them appear 
to be independently owned. The buyers of his goods would 
sometimes meet Carlow or an assistant at a gas station to 
exchange medicine for checks or cash. At Carlow’s office, 
the state investigators found nail polish remover, lighter 
fluid, and paint remover cluttering the worktables and 
desks. The employees apparently used these products to 
remove patient dispensing labels and any other evidence 
of a product’s origin. However, Carlow did not stop at sell-
ing to small, obscure companies. He developed a lucra-
tive relationship with one of the Big Three distributors. In 
2000, Carlow sold almost $2 million in contaminated or 
even counterfeit products to National Specialty Services, 
a Big Three division that at the time was the nation’s larg-
est supplier of blood products, cancer drugs, and other 
specialty pharmaceuticals to hospitals.2

stoLEn BLooD

Carlow was not the only kingpin to be trapped in the state 
investigators’ dragnet. In January 2002, thieves stole 344 
vials of specialty blood products from a refrigerator in 
the warehouse of BioMed Plus, one of the nation’s larg-
est wholesale distributors of these drugs. These products, 
worth $335,000 wholesale, were destined for patients with 
compromised immune systems, hemophilia, and other rare 
disorders. Incredibly, the owner of BioMed Plus received a 
call a few days later from a wholesaler who offered to let 
him buy back a list of products identical to his list of stolen 
goods for a discounted price of $229,241. This medicine is 
rare and is almost never traded freely, so BioMed’s owner 
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knew the goods were his. He cooperated with investigators 
to retrieve the stolen drugs, but had to destroy the medi-
cine because he could not guarantee that it had been prop-
erly stored during the heist.2

CountErFEit Drugs

The state investigators also discovered a filthy Miami ware-
house filled with $15 million worth of counterfeit, diverted, 
and illegally re-imported medicine, as well as pill-making 
machines and 2 million tablets of counterfeit Lipitor®.

By the end of 2004, the state investigators had arrested 
55 suspects—more than 30 of them on racketeering 
charges—and seized $33 million in bad medicine and 
almost $3 million in cash. Sixteen suspects agreed to coop-
erate, most pleading guilty to an array of charges. As a 
result of these state and local investigations, the Florida 
Legislature tightened its regulation of wholesalers, reduc-
ing their numbers by 50% (still one for every six pharma-
cies). Statewide Medicaid costs plunged for certain cat-
egories of drugs that had been overprescribed, billed to 
Medicaid, diverted to clinics, and prescribed again.2

Throughout the entire investigation, the FDA did noth-
ing to help track down and bring these criminals to justice.

FDA FAiLs to ProtECt ConsumErs

This story provides yet another example of how the FDA 
places the profits of drug companies and wholesalers 
above the health of the American consumer. The FDA has 
the authority to go after the counterfeiters and prose-
cute them aggressively. However, doing so would expose 
the current lack of safety to the glare of publicity, showing 
that the agency is not doing its job despite its power to do 
so. Far better to cast negative aspersions on the safety of 
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imported drugs and allege that the supposed dangers are 
so great that we must construct a protective wall around 
our borders, within which pharmaceutical companies can 
charge a king’s ransom for drugs available at a fraction of 
the price overseas.

When the author of Dangerous Doses called the public rela-
tions director of a major drug company to inform him that 
numerous lots of his company’s lifesaving drug had been 
relabeled to appear 20 times their actual strength and that 
a licensed distributor was suspected of trafficking in coun-
terfeit versions of that same medicine, his response was, “I’d 
hate to have you short the stock [try to profit from a decline 
in the share price] because of these local and contained inci-
dents.”2 This outrageous response professes not anger at 
the possible contamination and threat to public health, but 
concern about a possible financial loss if word of the coun-
terfeiting problem were to get out. Obviously, this execu-
tive’s fear about the value of his stock options trumped any 
concern that people could suffer and perhaps die because of 
incidents that are by no means “local and contained.”

It is bad enough that Americans have to pay an arm and 
a leg in the US for drugs that can be purchased for less 
money in Canada and Europe. Now, due to the investiga-
tive reporting in Dangerous Doses and the diligent efforts 
of Florida investigators, we are finding that drugs we pur-
chase in the US may actually be more dangerous than those 
the FDA says we should not obtain from abroad.

The FDA pretends to protect consumers against contam-
inated drugs, but the sordid facts do not support this self-
serving assertion. FDA complicity has enabled criminals to 
get potentially dangerous drugs into our local pharmacies.
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FDa Permits new Fish oil 
Health claim

It was long ago established that consumption of cold-
water fish reduces the risk of heart attack.1 In fact, just 
two to three servings of fish a week may protect against 

many diseases, including arthritis, stroke, certain cancers, 
and a host of inflammation-related disorders.2–9

When scientists sought to discover which components 
of fish are responsible for preventing heart attacks, they 
found that the oil plays a critical role. Coldwater fish oil is 
high in omega-3 fatty acids that function in multiple ways 
to reduce cardiovascular disease risk.10

Based on the published scientific evidence about fish oil, 
a lawsuit was filed against the FDA in 1994 by Durk Pear-
son and Sandy Shaw, seeking to force the agency to allow 
the following health claim on fish oil supplement labels: 
“Consumption of omega-3 fatty acids may reduce the risk 
of coronary heart disease.” The FDA rejected this one-sen-
tence claim and a multiyear litigation battle ensued.
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In their lawsuit, Durk and Sandy pointed out that con-
sumers would benefit by learning of the value of fish oil in 
protecting against heart disease. They also argued that the 
FDA lacked the constitutional authority to ban this truth-
ful health claim.

The FDA contended that this health claim was not ade-
quately backed by scientific studies and that the agency 
had the legal authority to ban these kinds of health claims.

Seven years of extensive litigation ensued as the FDA 
asserted that it had the sole authority to dictate what 
Americans could read on the label of fish oil supplements. 
After an onslaught of irrefutable scientific evidence was 
presented, including articles published in the most pres-
tigious scientific journals in the world, the FDA capitu-
lated and said it would permit the following claim:

Consumption of omega-3 fatty acids may reduce 
the risk of coronary heart disease. FDA evaluated 
the data and determined that although there is 
scientific evidence supporting the claim, the evi-
dence is not conclusive.

LiFE ExtEnsion® ChALLEngEs FDA  
on Fish oiL hEALth CLAim

The FDA’s compromise health claim that the evidence was 
“not conclusive” did not satisfy the Life Extension Founda-
tion®. The scientific literature provided overwhelming vali-
dation that consuming coldwater fish or fish oils dramati-
cally lowers heart attack risk.

To substantiate this position, a massive document enu-
merating the scientific studies backing the benefits of 
omega-3 fatty acids was filed, along with legal arguments 
supporting the constitutional right to disseminate this 
truthful information.
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The Life Extension Foundation® Buyers Club, Inc., and 
Wellness Lifestyles, Inc., filed a health claim petition 
against the FDA on June 23, 2003. The petition urged the 
FDA to reconsider its permitted health claim for omega-3 
fatty acids and coronary heart disease risk, and to allow 
the following revised claim: “Consumption of omega-3 
fatty acids may reduce the risk of coronary heart disease.”

Also included in the petition was a calculation of how 
many American lives were needlessly being lost because of 
the FDA’s restriction of this simple health claim. Epidemi-
ological data were presented showing that if all Americans 
regularly took fish oil supplements or ate about two cold-
water fish meals a week, it would prevent about 150,000 
deaths a year. Life Extension® further argued that during 
the seven years it took to litigate this case against the FDA, 
Americans suffered over 1 million preventable sudden-
death heart attacks.

thE PoLitiCAL BAttLE ovEr WhAt AmEriCAns EAt

Junk food is big business in the United States. Processed 
food companies have historically used their political clout to 
persuade the federal government to defend the safety of dan-
gerous food products. The cost of treating diseases caused by 
poor diet has become so staggering, however, that the gov-
ernment is recommending that Americans eat healthier.

For nearly two decades, the FDA protected the economic 
interests of companies selling high-fat and high-choles-
terol foods by making it illegal to promote a healthy diet 
as a way of preventing heart disease. Sudden-death heart 
attacks were three times higher in the 1950s than in the 
1990s. The FDA’s censorship of healthy dietary informa-
tion caused tens of millions of Americans to unnecessarily 
succumb to cardiovascular and other diseases.
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FDA CAPituLAtEs to sCiEntiFiC rEALity

On September 8, 2004, the FDA announced that it would 
allow an expanded health claim on products containing 
the omega-3 fatty acids eicosapentaenoic acid (EPA) and 
docosahexaenoic acid (DHA).

According to Acting FDA Commissioner Dr. Lester M. 
Crawford, “Coronary heart disease is a significant health 
problem that causes 500,000 deaths annually in the 
United States. This new qualified health claim for omega-3 
fatty acids should help consumers as they work to improve 
their health by identifying foods that contain these impor-
tant compounds (EPA and DHA).”

The FDA now permits the following statement to be 
printed on the label of fish oil supplements: “Supportive 
but not conclusive research shows that consumption of 
EPA and DHA omega-3 fatty acids may reduce the risk of 
coronary heart disease.”

The FDA went on to recommend that consumers not 
exceed more than 3 grams per day of EPA and DHA omega-3 
fatty acids, with no more than 2 grams per day derived 
from a dietary supplement. Life Extension® argues that 
many scientific studies show that higher amounts of EPA 
and DHA are often needed to obtain optimal benefits, such 
as reduction of triglycerides and prevention of restenosis 
(re-occlusion of a blocked artery).11

This battle over what can be stated about fish oil began back 
in 1994. While the FDA’s announcement of a broader health 
claim represents a significant legal victory, Life Extension® is 
still not satisfied with the FDA’s latest health claim on fish 
oil supplements. We reiterate our position that evidence from 
peer-reviewed scientific publications supporting the benefit 
of EPA and DHA supplements in reducing heart attack risk is 
conclusive and not merely “supportive” as the FDA contends.
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Attorney Jonathan Emord put hundreds of hours of pro-
ductive work into this case over the past ten years. Jona-
than filed the initial lawsuit against the FDA on behalf of 
Durk Pearson and Sandy Shaw that resulted in a precedent-
setting legal victory against FDA censorship. Jonathan 
then prepared the petition on behalf of Life Extension® 
and Wellness Lifestyles that resulted in the FDA allowing 
this new expanded health claim to be made about the pro-
tective effect of fish oils against cardiovascular disease.

Update

Even though FDA claimed that Americans should not con-
sume more than 2,000 mg a day of EPA/DHA from supple-
ments when fish oil was approved as a prescription drug, 
far higher doses were allowed by FDA.

References

 1. FTC Press Release, November 29, 2000. “FTC Reaches Record 
Price-fixing Settlement to Settle Charges of Price-fixing in 
Generic Drug Market.”

 2. Price quoted by Hollywood Discount Pharmacy in Hollywood, 
Florida on Jan 15, 2002.

 3. Associated Press, October 4, 2001. “Drugmaker to pay $875 
million fine.”

 4. Robert Pear (New York Times News Service). “Health spend-
ing jumps 6.9%—Main factors: hospitals and drug costs, man-
aged care resistance, The Herald, Tuesday, January 8, 2002.

 5. Faloon William, “Dying from Deficiency,” Life Extension Maga-
zine®, October 2001.

 6. National Vital Statistics Reports, Vol. 48, No.11.

 7. Wall Street Journal, December 24, 2001, pp-A3, “Schering 
Fines Could Total $500 Million.”

 8. http://www.cnn.com/HEALTH/9804/14/drug.reaction/Chi-
cago CNN. “Study: Drug reactions kill an estimated 100,000 a 
year,” April 14, 1998.



Pharmocracy252 •

 9. David Willman, “The Rise and Fall of the Killer Drug Rezulin,” 
Life Extension Magazine®, September 2000.

 10. h t t p : / / n e w s . f t . c o m / f t / g x . c g i / f t c ? p a g e n a m e = 
View&c=Article&cid=FT3HZ3AFMWC &live=true&tagid=IXL
HT5GTICC&subheading=heal By David Firn in London, “More 
deaths linked to Bayer’s Lipobay,” January 18, 2002. 19:44. Last 
Updated: January 18 2002 19:48

 11. Calder PC. n-3 fatty acids and cardiovascular disease: evidence 
explained and mechanisms explored. Clin Sci (Lond). 2004 
Jul; 107(1): 1–11.



253•

May 2004

FDa approves Deadly 
Drugs, Delays Lifesaving 

therapies

What if a dietary supplement was shown to kill 100 
Americans and cause 56,000 emergency room 
visits each year?1 Without a doubt, the supple-

ment would be banned immediately and those who know-
ingly marketed such a lethal product would be subject to 
severe criminal penalties.

On January 22, 2004, the FDA confirmed that acetamin-
ophen is extremely dangerous.2 Acetaminophen is sold 
under the brand name Tylenol® and is contained in 600 
other drug products. The toxicity of acetaminophen was 
clear more than 12 years ago, and Life Extension® harshly 
criticized the FDA for not mandating that the label of acet-
aminophen products warn those with liver or kidney prob-
lems to avoid the drug.
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In 2002, an FDA scientific advisory committee urged that 
warnings be put on the labels of acetaminophen drugs.3,4 
Despite overwhelming documentation confirming acet-
aminophen’s toxicity,5–28 the FDA said no to its own sci-
entific advisors. Instead, the agency has budgeted a mere 
$20,00029,30 to develop material that it hopes will be run in 
major magazines and distributed by pharmacy chains for 
free! This is the bureaucratic equivalent of doing nothing.

The agency spends tens of millions of dollars a year 
attacking companies selling natural health products that 
have harmed no one. Yet the FDA is making virtually no 
effort to prevent the 100 deaths and 56,000 emergency 
room visits that the agency itself admits are caused by 
acetaminophen drugs every year!31

ACEtAminoPhEn risks unDErstAtED

Back in 1992, research showed that many more people are 
dying because of acetaminophen than the number indi-
cated by the official statistics. While the FDA was pre-
occupied with acetaminophen-induced liver failure, it 
overlooked studies showing that regular users of acetamin-
ophen may be doubling their risk of kidney cancer.11,13,32

What does that translate to in actual numbers of victims? 
Each year, almost 12,000 Americans die of kidney cancer.33 
The incidence of kidney cancer in the US has risen 126% 
since the 1950s,34 a jump that may be tied to the growing 
use of drugs containing phenacetin or acetaminophen.

Phenacetin is a painkiller that was banned because it 
causes severe kidney toxicity.35–40 Acetaminophen is the 
major metabolite of phenacetin, which means that some of 
the destructive properties exhibited by phenacetin could 
have been caused by its breakdown to acetaminophen in 
the body. So while phenacetin was withdrawn because 



255FDa approves Deadly Drugs, Delays Lifesaving therapies •

too many people’s kidneys were shutting down, the FDA 
had no problem letting the major metabolite of phenac-
etin (acetaminophen) be freely marketed without any con-
sumer warning whatsoever.

If acetaminophen is responsible for even a small per-
centage of the overall kidney cancer cases, this drug may 
have already killed tens of thousands of Americans—and 
the FDA has done nothing to stop this carnage!

Because acetaminophen generates damaging free radi-
cals throughout the body, it may very well increase the risk 
of many age-related diseases. In fact, scientists can consis-
tently induce cataracts in the eyes of laboratory animals 
by giving them acetaminophen. They consider acetamino-
phen a “cataratogenic agent.” Interestingly, if antioxidants 
are provided to the animals, the cataract-inducing effects 
of acetaminophen are often completely neutralized.41–46

The antioxidant N- acetylcysteine helps neutralize 
destructive free radicals. When a person acutely over-
doses on acetaminophen, the standard medical therapy 
is to administer N-acetylcysteine over a period of weeks. 
Unfortunately, the FDA bans the combination of an over-
the-counter drug (acetaminophen) with a dietary supple-
ment (N-acetylcysteine), so it is “illegal” to make a safe 
acetaminophen drug.

Despite the overwhelming evidence that acetaminophen 
use should be strictly limited, the FDA capitulates to phar-
maceutical companies that earn billions of dollars a year 
selling this lethal class of analgesic drug.

By failing to mandate a warning on the label of acet-
aminophen products, the FDA once again demonstrates 
its propensity for protecting the pharmaceutical indus-
try’s economic interests at the expense of the American 
public’s health.
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FDA DEniEs ALzhEimEr’s Drug For 14 yEArs

At any given time, 4 million Americans suffer the devastat-
ing consequences of Alzheimer’s disease.47 Alzheimer’s has 
no cure, and all victims suffer a progressive neurodegener-
ative process that results in total disability and death.

In 1990, a drug used in Germany was found to slow the 
progression of the disease.48 The drug’s generic name is 
memantine, and Life Extension® has long recommended it 
to family members of Alzheimer’s victims.49

Memantine does not offer miraculous benefits. The stud-
ies show that some patients experience improvements in 
memory and cognitive skills.50 For the vast majority, how-
ever, memantine merely slows the pace of deterioration, 
enabling patients to perform certain functions a little lon-
ger than would otherwise be possible.51,52 For example, the 
drug enabled some patients to go to the bathroom inde-
pendently for an additional six months, a benefit caregiv-
ers called very important.53

The July 2001 issue of Life Extension® featured an in-depth 
report on the clinical value of memantine in treating a wide 
range of disorders, including Parkinson’s disease, glaucoma, 
and diabetic neuropathy.54 It was highly critical of the FDA’s 
attempts to deny Alzheimer’s patients residing in the US 
access to this safe and partially effective medication.

Starting this year, Americans can purchase meman-
tine sold under the brand name Namenda® at American 
pharmacies. One reason memantine is available now is 
the intense pressure put on the FDA by family members 
of Alzheimer’s victims who had to order the drug from 
Europe and risk FDA seizure.

Americans had to wait 14 years to gain legal access to 
a drug proven to work in Europe. In 1991, the FDA was 
sued for denying access to the drug tacrine for Alzheimer’s 
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patients. Tacrine’s mechanism of action inhibits the ace-
tylcholinesterase enzyme, thus making more of the neu-
rotransmitter acetylcholine available to brain cells. Six 
months after the lawsuit was dropped, the FDA approved 
tacrine.55 And few years later still, the FDA approved a 
safer drug called Aricept® that shares some of tacrine’s 
same mechanisms of action but is less toxic.56

Memantine works by a different mechanism than 
tacrine or Aricept®. Memantine blocks a reaction known 
as “excitotoxicity,” a pathological process in which too 
much glutamate is released in the brain, severely damag-
ing the neurons. Those seeking to protect their healthy 
neurons against the damaging effects of excitotoxicity 
use dietary supplements such as methylcobalamin and 
vinpocetine. That it took litigation, harsh media criti-
cism, and a citizens’ uprising to motivate the FDA to 
approve these Alzheimer’s drugs is a testament to the 
agency’s inability to differentiate between safe, effective 
medications that should be approved and lethal drugs 
that should be removed .57

Who WiLL ProtECt us From thE FDA?

The FDA pretends to protect Americans from dangerous 
and ineffective products, yet even a cursory review of the 
agency’s track record reveals the opposite to be true. Dan-
gerous and ineffective drugs are approved, while novel 
lifesaving therapies and natural approaches to disease 
prevention are brutally suppressed.58–69

The FDA’s failure to mandate a warning on the label of 
acetaminophen products is just one example of its failure 
to protect consumers against lethal drug side effects. The 
agency’s inexcusable delay in approving drugs to allevi-
ate the miseries of Alzheimer’s disease reveals its lack of 
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compassion for human beings who have lost the cogni-
tive ability to take care of themselves.

Since 1980, the Life Extension Foundation® has rec-
ommended drugs that the FDA has not yet approved.70–73 
In many cases, what we recommended was eventually 
approved, which means that our scientific analysis—as 
opposed to the FDA’s politically motivated decision-mak-
ing process—was medically correct.

Regrettably, some non-patentable therapies will never 
receive FDA approval because of the high cost of navigat-
ing the agency’s bureaucratic labyrinth. When it comes 
to disease prevention, the FDA has made extraordinary 
efforts to censor information about proper diet and sup-
plements that would provide guidance to consumers who 
want to adopt healthier lifestyles.74
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Dangerous medicine

The fda claims that the drugs it approves are “safe.” 
This charade is rapidly collapsing. PBS television’s 
investigative series Frontline has aired a shocking 

exposé of dangerous prescription drugs and the FDA’s 
complicity in allowing this outrage to occur.1

The Frontline producers initially investigated drugs 
that had been withdrawn from the market. After filming 
began, current and former FDA employees started coming 
forward to give a powerful critique of what really goes on 
inside the agency. As the story evolved, rather than mak-
ing a documentary about drug safety, Frontline ended up 
shifting its focus to the FDA itself.

A major emphasis of the documentary was the FDA’s 
reliance on drug companies’ research of their own prod-
ucts to determine safety. As Frontline found out, the FDA 
does not conduct clinical trials, because the agency is not 
in the business of conducting medical research. The FDA 
instead reviews the results submitted by pharmaceutical 
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companies. This means that the basis for FDA approval of 
a new drug is often “safety data” provided by the very com-
pany that makes the drug!

Frontline exposed this questionable drug approval 
sham to the world in a one-hour broadcast aired Novem-
ber 17, 2003. It was FDA drug reviewers who made the 
most appalling disclosures. These current and former FDA 
employees revealed incidences in which drug dangers were 
clearly present but were ignored or covered up by higher-
level FDA officials. Only after many injuries and deaths 
were these drugs withdrawn or relabeled. A survey of all 
FDA employees showed a significant number felt they were 
pressured by others in the agency to give favorable reviews 
to dangerous and ineffective drugs.

The most absurd part of this saga is the FDA’s histori-
cal record of attempting to restrict consumers’ access to 
dietary supplements. The FDA deceitfully implies that 
supplements have hidden dangers. Yet the data support-
ing the safety and efficacy of nutrients usually come from 
independent sources, as opposed to the company-spon-
sored studies the FDA relies on to certify drug safety.

Frontline showed that in too many cases, the safety data 
supplied by drug companies are flawed and altered, with 
the result being an alarming number of injuries and deaths 
from prescription drug toxicities. Deaths from adverse 
drug reactions have become so commonplace that they 
rarely make the news.

For the past 18 years, Life Extension® has harshly crit-
icized this corrupt system of drug approval. What Life 
Extension® lacked was the “inside” data gathered by 
Frontline that show specifically how the FDA conspires 
with the drug industry to approve dangerous drugs. Even 
more disturbing are instances in which the FDA allows 
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toxic drugs to remain on the market even after injuries 
and deaths are reported. If the FDA had even a vestige 
of credibility remaining about its role of “protecting” the 
public against dangerous drugs, this Frontline documen-
tary tore it to shreds. The emperor (the FDA) clearly has 
no clothes (credibility).

Drugs oFtEn Do not Work

In a stunning admission, a senior executive with Britain’s 
largest pharmaceutical company has stated that most pre-
scription medicines do not work on half the patients who 
take them.

Dr. Allen Roses is worldwide vice-president of genet-
ics at GlaxoSmithKline. He is a world-class pioneer in the 
branch of medicine that studies the relationship between 
our genes and our response to individual drugs. On Decem-
ber 8, 2003, a British newspaper quoted Dr. Roses telling 
a scientific conference in London: “The vast majority of 
drugs only work in 30 or 50% of the people.”2

Dr. Roses predicted that in a few years, scientists would 
be able to give patients a simple genetics test that would 
predict which medicines would work for them. Drug 
companies could use the information to tailor new drugs 
aimed at the 50% of people not helped.

It is an open secret within the pharmaceutical industry 
that most of its products are ineffective in most patients, 
but this is the first time that such a senior drug boss has 
gone public. Dr. Roses’ admission corroborates what FDA 
reviewers told Frontline—not only are many dangerous 
drugs wrongfully approved, but they often are only mini-
mally effective!
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govErnmEnt-ProtECtED mEDiCinE  
is DAngErous mEDiCinE

The word regulate can be defined as “to control or direct 
according to rule, principle, or law.”3

In the US, all aspects of medical care are heavily “regu-
lated” by the government. The end result is that healthcare 
is expensive, complicated, dangerous, and often ineffective.

The only way out of this bureaucratic abyss is serious 
free-market reform. This will not happen as long as the 
public thinks it needs government “protection.” The pro-
ducers of Frontline exposed the fact that the FDA does not 
protect Americans against unsafe drugs. Soon after the 
Frontline program aired, the most popular news program 
in the US contacted Life Extension® seeking information 
about problems with prescription drugs. It appears that 
the mainstream media may finally be targeting the FDA.

Update

FDA’s many failures have been widely reported in the media, 
but Congress has done nothing to change the law in a mean-
ingful way.
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Patient advocates Sue 
FDa over Drug access

It takes the food and drug administration an average of 
nearly seven years to approve promising new anti-can-
cer drugs. For most terminally ill patients, that’s not 

nearly fast enough. Now patient advocates are taking the 
FDA to court in an effort to force the agency to streamline 
its approval process.

In late July, the Washington Legal Foundation sued the 
FDA and the Department of Health and Human Services in 
US District Court on behalf of the Abigail Alliance for Better 
Access to Developmental Drugs, a Virginia-based advocacy 
group for terminally ill patients. The lawsuit contends that 
the FDA’s tortuous drug-approval process effectively denies 
terminally ill cancer patients access to experimental anti-
cancer drugs, thereby violating their constitutional rights.

Alliance founder Frank Burroughs named the group 
after his daughter Abigail, who two years ago succumbed 
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to cancer at age 21 after trying unsuccessfully to obtain 
access to two experimental anti-cancer drugs. The group’s 
lawsuit also details the struggles faced by other Alliance 
patients who were urged by their physicians to try experi-
mental drugs after traditional therapies failed. None of the 
Alliance patients was able to get into the very limited group 
who participated in the drug companies’ clinical trials.

The lawsuit calls on the FDA to give special initial 
approval to experimental drugs that show effectiveness 
and to permit their sale and distribution to patients with 
no other approved treatment options. The FDA was with-
holding comment pending review of the lawsuit.

Update

Despite several lawsuits filed against the FDA seeking early 
access to experimental drugs, the agency still retains dicta-
torial power that results in needless suffering and death of 
millions of Americans each year.
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the FDa Versus the 
american consumer

Since 1984, the life extension foundation® has battled 
against the high-cost of prescription drugs. We long 
ago predicted that a healthcare cost crisis would erupt 

if Congress did not reign in the artificially inflated prices 
that Americans pay for their prescription medications.

To expose the incestuous relationship that exists 
between the FDA and the pharmaceutical giants, we made 
hundreds of appearances on TV and radio shows, mailed 
out millions of pieces of mail, ran full-page newspaper ads 
and set up anti-FDA web sites. We did this for the purpose 
of encouraging consumers to act-up against blatant cor-
ruption that is bankrupting the nation’s healthcare system.

Some people ask why our scientific organization, whose 
mission is to discover novel methods of preventing disease 
and controlling aging, is so concerned about prescription 
drug costs. The most compelling reason is that seriously 
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ill people join the Life Extension Foundation® seeking our 
medical expertise. Far too often, the elaborate drug cock-
tails we recommend to combat their disease are cost-pro-
hibitive. Insurance companies frequently refuse to pay 
for our drug recommendations because the FDA does not 
officially sanction them. While the individual drugs we 
recommend may be FDA-approved, the agency does not 
recognize the off-label benefits these drugs can provide. 
Insurance companies then use the FDA’s non-recognition 
as an excuse to deny coverage.1

The end result is that human beings are needlessly dying 
because of bureaucratic red tape that delays and denies 
them access to lifesaving medications.2–4

LiFE ACross thE BorDEr

There is no inherent reason why prescription drugs cost 
so much. The identical medications can be purchased in 
Europe and Canada at far lower prices.5 This price goug-
ing has gone on since as early as 1959.6 The trouble is that 
the FDA has attempted to deceive Congress into believing 
that drugs from other countries are counterfeit or contam-
inated. Life Extension® has shown that the FDA’s asser-
tions are baseless, false and misleading.7

On June 7, 2001, the FDA told Congress that they wanted 
to halt almost all small shipments of foreign drugs mailed 
to consumers in the US.8 The only exemption would be for 
compassionate use, so that seriously ill patients who have 
exhausted all approved treatments could order drugs from 
overseas. The FDA told Congress: “We need to be able to 
make a blanket assessment that these things are not safe 
for American consumers and should be turned back.”

In response to the FDA’s assertions, Life Extension® sent 
Freedom of Information Act (FOIA) requests in June 2001 
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asking the FDA to substantiate their sworn testimony 
before Congress that drugs imported from other countries 
were dangerous.

Even though the FDA is legally mandated to respond to 
Freedom of Information Act requests, they have ignored 
our repeated written requests and phone calls to substan-
tiate their sworn testimony about the supposed dangers of 
imported medications.

In 1991, Life Extension® sued the FDA for failing to 
respond to Freedom of Information Act (FOIA) requests 
dealing with this same issue. The FDA capitulated on this 
lawsuit and had to turn over embarrassing records to Life 
Extension®. Despite the FDA being forced to turn over doc-
uments to Life Extension® in 1991, the FDA continues to 
ignore our legitimate requests to substantiate sworn testi-
mony made to Congress that imported drugs are dangerous.

BAttLing thE Drug CArtEL

When the FDA told Congress that drugs imported from 
other countries are not safe, they provided no evidence to 
substantiate this intimidating allegation. The fact that no 
one asked the FDA to validate their baseless assertion is 
an indication of official apathy and the effects of massive 
influence peddling by pharmaceutical giants.

Life Extension® has meticulously exposed the charade 
of prescription drug pricing. Drug price comparison charts 
published in Life Extension Magazine® have been enlarged 
for presentation on the House floor to show Represen-
tatives how much more Americans pay for prescription 
drugs compared to Canadians and Europeans.

Despite lobbying efforts by the pharmaceutical indus-
try, the Senate passed a bill by a vote of 69 to 30 on July 
17, 2002 that would allow licensed pharmacists and drug 
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wholesalers to import drugs that have been approved by 
the FDA from Canada.9

Large pharmaceutical companies are determined to use 
their political influence to block passage of this bill in the 
House of Representatives. The New York Times reports that 
even if a drug importation bill is passed, the Bush Admin-
istration will refuse to carry out the provisions, thereby 
denying Americans access to lower cost medications.10 
In December 2000, the Clinton Administration blocked 
implementation of a similar bill passed by the House and 
Senate that permitted Americans to import lower cost 
medications from other countries.

A battle is being waged against a drug cartel that is 
determined to protect its monopoly. Drug companies work 
hand-in-hand with the FDA to force Americans to pay the 
highest prices in the world for their medications.

thE DEBAtE in CongrEss rAgEs on

The number one issue before Congress today is the high 
cost of prescription drugs. Consumers have besieged Con-
gress with complaints that drugs their doctors say are nec-
essary to keep them alive are unaffordable.

Several bills were debated this summer in Congress that 
would appropriate tax dollars to subsidize prescription 
drug programs. The problem is that the cost of drugs has 
become so enormous, that even the Federal government 
cannot figure out how to fund the gargantuan expense. 
The debate involved spending between 370 and 564 billion 
tax dollars over the next 10 years on drug subsidies. These 
proposals would not solve the problem, but do shift some 
of the burden from consumers to taxpayers.

Since most drug consumers are also taxpayers, Con-
gress was essentially proposing to take more tax dollars 
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from American citizens in order to subsidize the artificially 
inflated prices of their prescription drugs. That means that 
the true beneficiary of the bills debated in Congress would 
have been the drug industry, which would have pocketed 
enormous profits directly from consumers, insurance com-
panies and the Federal government.

Another problem with tax dollars being used to pay for 
prescription drugs is the inevitable waste, mismanage-
ment and fraud that occurs when government bureaucra-
cies try to regulate the marketplace. The Federal govern-
ment has had to litigate against large drug companies after 
finding that Medicare and Medicaid sharply overpaid for 
dozens of drugs. Government officials have sought billions 
of dollars in restitution based on their contention that 
drug companies induced Medicare and Medicaid to pay 
inflated prices for prescription medications.

In election years, everyone in Congress tries to show 
their constituents that they want to make prescription 
drugs affordable. The problem is that it is impossible to 
circumvent the catastrophic effects that the current FDA-
protected drug monopoly creates. In the first place, there 
are no surplus tax dollars available to fund these proposed 
programs, meaning the government will go deeper into 
debt to fund them. Secondly, the proposed bills would not 
have sufficiently lowered the price of prescription drugs to 
the consumer.

By July 31, 2002, Congress rejected the proposed drug 
subsidy bills and the issue is not expected to be raised 
before the elections.

Update

Unfortunately, just a year later, pharmaceutical lobbyists 
persuaded Congress to enact the Medicare Prescription 
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Drug Act (described in the Preamble of this book) that 
may force taxpayers to subsidize over 1 trillion in artifi-
cially inflated prescription drug costs.

ComPArison oF us, EuroPEAn, AnD CAnADiAn Drug PriCEs

Drug Qty Potency US Price European Price Canadian Price

Augmentin® 12 500 mg $55.50 $8.75 $12.00

Cipro® 20 500 mg $87.99 $40.75 $53.55

Claritin® 30 10 mg $89.00 $18.75 $37.50

Coumadin® 100 5 mg $64.88 $15.80 $24.94

Glucophage® 100 850 mg $124.65 $22.00 $26.47

Norvasc® 30 10 mg $67.00 $33.00 $46.27

Paxil® 30 20 mg $83.29 $49.00 $44.35

Pravachol® 28 10 mg $85.60 $29.00 $40.00

Premarin® 100 0.625 mg $55.42 $8.95 $22.46

Prempro® 28 0.625 mg $31.09 $5.75 $14.33

Prilosec® 30 20 mg $112.00 $49.25 $59.00

Prozac® 20 20 mg $91.08 $18.50 $20.91

Synthroid® 100 0.1 mg $33.93 $8.50 $13.22

Zestril® 28 20 mg $40.49 $20.00 $20.44

Zocor® 28 10 mg $123.43 $28.00 $45.49

Zoloft® 30 100 mg $114.56 $52.50 $47.40

This chart and the chart on page 284 were compiled during different time periods. 
That is why the price of some of the drugs varies between the two charts.

A rEAL soLution to thE hEALthCArE Cost Crisis

Congressman Gil Gutknecht of Minnesota has written an 
amendment to a Medicare bill that prohibits the FDA from 
blocking importation by individuals and pharmacies of 
FDA-approved drugs. If this amendment is passed, it will 
help solve the prescription drug crisis without the need for 
taxpayer subsidies.

Two years ago, Congress passed legislation to allow 
Americans to import wholesale quantities of lower-cost 
prescription drugs into the United States. But the promise 
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of this legislation has gone unfulfilled. Even though the 
FDA largely wrote the bill, and Congress provided the $23 
million the FDA requested to implement the bill, then-Sec-
retary Shalala refused to implement the measure. The 
result? Drug prices in Europe and elsewhere are still 30% 
to 300% lower than in the United States. Prices have not 
equalized. Americans still pay the highest prices in the 
world to subsidize the “starving Swiss.” Even former Secre-
tary Shalala admits this fact.

But that’s not all. The FDA refuses not only to allow 
wholesale importation, the FDA also maintains that per-
sonal importation is illegal. Yet, because the market for 
lower-cost drugs is so large, the FDA looks the other way 
when people import personal-use quantities of prescrip-
tion drugs. That’s right: the FDA today allows folks to carry 
drugs over the border, and apparently now even allows 
[them] to mail order drugs from abroad. Yet all the while, 
the FDA publicly maintains such importation is illegal, 
thus threatening importers with dire legal consequences.

This is wrong. The FDA can’t have it both ways. Either 
personal use importation is illegal, or it’s not. Last year, by 
a vote of 324 to 101, the House passed language explicitly 
allowing individual Americans to import lower-cost FDA-
approved drugs from FDA-approved facilities. This is com-
mon sense, and it is the FDA’s current policy.

Unfortunately the Senate refused to pass this amend-
ment, so the FDA continues to hold a legal dagger over the 
heads of those who try to import FDA-approved drugs.

Fortunately, with the House drug coverage bill coming 
to the floor soon, we have an opportunity to codify current 
FDA practice, AND allow our nation’s pharmacists to offer 
the same drugs. With this, all Americans can be sure they 
have the right to save money on their prescription drugs.



Pharmocracy282 •

The Congressional Budget Office estimates prescription 
drugs will cost Medicare beneficiaries $1.8 trillion over the 
next 10 years. Americans could save $630 billion from this 
bill if they could be allowed access to the same drugs from 
FDA-approved facilities throughout the world.1 1 Price, not 
coverage, is the real prescription drug problem. The FDA 
should not stand between American consumers and lower 
drug prices. The Gutknecht Amendment (H.R. 5186) pro-
hibits the FDA from blocking importation by individuals 
and pharmacies of FDA-approved prescription drugs from 
FDA-approved facilities.12

thE shoCking truth BEhinD PrEsCriPtion  
Drug PriCEs

Do you ever wonder how much it costs a drug company to 
obtain the active ingredient in a prescription medication? 
Life Extension® did a search of offshore chemical synthe-
sizers that supply the active ingredients found in drugs 
approved by the FDA.

A significant percentage of drugs sold in the United 
States contain active ingredients that are actually syn-
thesized in other countries. Drug companies import 
these active ingredients into the United States where 
they wind up in the expensive drugs you buy at the local 
pharmacy. While the FDA says you cannot trust drugs 
from other countries, the facts are that most of the 
drugs sold in the United States contain active ingredi-
ents synthesized in the very countries the FDA says you 
cannot trust.

In our independent investigation of how much profit 
drug companies really make, we obtained the actual price 
of active ingredients used in some of the most popular 
drugs sold in America.



283the FDa Versus the american consumer •

The astounding profit margin enjoyed by drug companies 
exposes several facts. First, it shows why the pharmaceutical 
industry is the most profitable of all businesses. But since 
large drug companies only make around 15% net profit mar-
gins, it also exposes the incredible cost drug companies bear 
to comply with today’s burdensome drug approval system.* 
If the FDA relaxed its drug approval standards, the cost of 
bringing new patented drugs could be reduced.

These exorbitant profit margins also provide incen-
tive for drug companies to get their patented molecules 
approved by the FDA, whether they kill people or not. 
Horror stories abound of how drug companies have egre-
giously falsified data to obtain FDA approval.† 

Many consumers are nervous about the FDA becoming 
less stringent, but the facts are that today’s regulatory sys-
tem is allowing lethal drugs on the marketplace and also 
acting as a disincentive for drug companies to develop 
novel drugs to save lives.

Take the cholesterol-lowering drug Baycol®, for example, 
which was removed from the market after killing 100 peo-
ple.‡ Baycol® is a statin drug that works via a mechanism 
similar to that in Mevacor®, Zocor®, Lipitor®, Pravachol®, 
etc. Was there a need for tens of millions of dollars to be 
spent developing another statin drug? Drug companies 
think so, because the FDA readily recognizes statin drugs, 
so they are easy to get approved.

* Stephen S. Hall, “Claritin and Schering-Plough: A Prescription for Profit.” http://senrs.
com/a_prescription_for_profit.htm

† David Willman, “The Rise and Fall of the Killer Drug Rezulin,” Life Extension Maga-
zine®, September 2000.

‡ “More deaths linked to Bayer’s Lipobay,” January 18, 2002. http://news.ft.com/ft/
gx.cgi/ftc?pagename=View&c=Article&cid=FT3HZ3AFMWC &live=true&tagid=IX
LHT5GTICC&subheading=heal
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The problem is that no life was saved because of Baycol®. 
Anyone who may have benefitted from Baycol® could have 
obtained the same results from other statin drugs. So when 
drug companies justify the high price of drugs because of 
research costs, remember that most of the so-called novel 
compounds they develop will not save a single life, as they 
are no different than what is already available.

WhAt Drugs rEALLy Cost

Brand name Consumer 
Price

Cost of 
Active 

ingredient

Percent 
markup

Celebrex® 100 mg $130.27 $0.60 21,712%

Claritin® 10 mg $215.17 $0.71 30,306%

Keflex® 250 mg $157.39 $1.88 8,372%

Lipitor® 20 mg $272.37 $5.80 4,696%

Norvasc® 10 mg $188.29 $0.14 134,493%

Paxil® 20 mg $220.27 $7.60 2,898%

Prevacid® 30 mg $344.77 $1.01 34,136%

Prilosec® 20 mg $360.97 $0.52 69,417%

Prozac® 20 mg $247.47 $0.11 224,973%

Tenormin® 50 mg $104.47 $0.13 80,362%

Vasotec® 10 mg $102.37 $0.20 51,185%

Xanax® 1 mg $136.79 $0.024 569,958%

Zestril® 20 mg $89.89 $3.20 2,809%

Zithromax® 600 mg $1,482.19 $18.78 7,892%

Zocor® 40 mg $350.27 $8.63 4,059%

Zoloft® 50 mg $206.87 $1.75 11,821%

Now that you know the outrageous profit margins on 
prescription drugs, you can understand why drug com-
panies do almost anything to prevent competition from 
developing. Large drug companies intensely lobby Con-
gress to pass laws that give them extra time of exclusivity, 
file lawsuits to delay generic competition, petition the FDA 
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to stop the importation of lower cost medications, and go 
as far as to pay off generic companies to not compete.

Drug companies spend big dollars protecting their illicit 
monopoly, all of which is reflected in the price consumers 
pay for their prescription drugs.

BrEAking thE Drug monoPoLy

The Gutknecht Amendment provides Americans access to 
FDA-approved prescription drugs made in FDA-approved 
facilities at world market prices. Passage of this amendment 
could abolish high prices of prescription drugs forever.

While drugs sold in Europe and Canada do cost less than 
their American counterparts, they are still artificially high 
because of regulations in these other countries that stifle 
competition. If Americans are allowed to freely import pre-
scription drugs from FDA-approved manufacturing facilities 
in other countries, there will be a surge of new laboratories 
that will seek FDA-certification. The result will be a flood of 
super low-cost drugs into the United States as various FDA-
certified laboratories compete fiercely on quality and price.

When Congressional leaders debate the prescription drug 
cost crisis, few of them understand the huge discrepancy 
that exists between the cost of the active drug ingredient 
compared to the price charged for the brand name or generic 
drug. For instance, consumers pay $360.00 for 100 capsules 
of the stomach-acid suppressing drug Prilosec®. The cost 
of the active ingredient for 100 capsules of Prilosec®, how-
ever, is only 52 cents. There will soon be a generic version 
of Prilosec® available, but because of FDA over regulation, 
the cost per 100 capsules will probably be around $80.00. In 
a free market environment, where many companies could 
offer generic Prilosec® products instead of the chosen few 
anointed by the FDA, a product whose active ingredient 
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costs 52 cents (like Prilosec®) would be available to consum-
ers for under $7.00 a bottle.

A free market environment would eliminate the pre-
scription drug cost crisis because the FDA would not be 
allowed to protect a monopoly that enables both brand 
name and generic companies to charge extortionist prices 
for lifesaving medications.

Drug company lobbyists are inundating Congress to pre-
vent any type of prescription drug importation bill from 
becoming law. Consumer groups are intimidated by the 
FDA’s baseless assertions that imported drugs are somehow 
dangerous. The FDA has preyed on fear and uncertainty for 
decades, while American consumers are extorted into paying 
the highest prices in the world for their prescription drugs.

This is not just an issue for individuals to be concerned 
with. There are dire predictions of severe economic upheav-
als in the United States if a solution is not found for the 
high cost of prescription drugs. Some of the largest corpo-
rations in America cannot afford to fund health insurance 
benefits for current and retired employees. Health insur-
ance companies are going bankrupt because of astronomi-
cal drug prices. Medicare itself is facing insolvency.

The United States has been economically deteriorating as 
prescription drug prices skyrocket. In order to counter the 
influence peddling of the pharmaceutical behemoths, Ameri-
can consumers must become politically active. Consumers 
vastly outnumber drug industry lobbyists. Regrettably, igno-
rance and apathy have silenced many Americans and enabled 
drug money to create laws that favor outlandish pharmaceu-
tical company profits at the expense of the consumer.

If the Gutknecht Amendment is passed, it will liberate 
the American consumer from becoming an economic serf 
to the pharmaceutical cartel.
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Update

The Gutknecht bill passed and was signed into law. The 
FDA used a technicality to nix it, which resulted in windfall 
profits for the pharmaceutical industry as America plum-
meted into fiscal crisis.
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July 2002

Supreme court roundup

On april 30, 2002, declaring that “regulating speech 
must be a last-not first-resort,” the Supreme 
Court invalidated a provision of the federal food 

and drug laws that banned pharmacies from advertising 
the availability of “compounded” pharmaceuticals, drugs 
that pharmacists make themselves by mixing ingredients 
to meet the specific medical needs of certain patients.

A 1997 federal law that barred such advertising reflected 
federal regulators’ concern that compounded drugs did 
not go through the detailed screening for safety and effec-
tiveness to which drug companies have to submit their 
mass-produced drugs. Congress wanted to limit consumer 
access to compounded drugs, which protected large phar-
maceutical companies from lower cost competition.

But the 5-to-4 decision on April 30th said that “the 
government simply has not provided sufficient justifi-
cation here” for choosing a restriction on speech rather 
than other possible ways to restrict access to compounded 
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drugs, which generally are not commercially available and 
which patients may receive only by a doctor’s prescription.

“We have made clear that if the government could achieve 
its interests in a manner that does not restrict speech, or 
that restricts less speech, the government must do so,” Jus-
tice Sandra Day O’Connor said for the majority.

The real debate on the court was not over drug policy 
but over the constitutional value to assign to commercial 
speech. While the majority opinion today did not break 
ground, it was a powerful indication that the value a major-
ity of the court assigns to commercial speech is high and 
getting higher.

Justice O’Connor’s majority opinion outlined alterna-
tives that, in the court’s view, Congress should have used 
before turning to an advertising ban, most dealing with 
limitations on the amount of compounded drugs an indi-
vidual pharmacy could make or sell. Or the government 
could require warning labels advising consumers that the 
compounded drug had not gone through the usual approval 
process, Justice O’Connor said.

“The government has not offered any reason why these 
possibilities, alone or in combination, would be insuffi-
cient to prevent compounding from occurring on such a 
scale as to undermine the new drug approval process,” she 
said, adding, “Indeed, there is no hint that the government 
even considered these or any other alternatives.”

She continued: “If the First Amendment means any-
thing, it means that regulating speech must be a last-not 
first-resort. Yet here it seems to have been the first strat-
egy the government thought to try.”

The legal status of compounded drugs after the deci-
sion today was not immediately clear. The government 
took the position that such drugs were not legal before the 
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1997 law, the Food and Drug Administration Moderniza-
tion Act, which made their lawful sale contingent on the 
advertising ban and on other restrictions. The Ninth Cir-
cuit, holding that the various provisions of the law could 
not be considered separately, struck down the entire stat-
ute, an aspect of its ruling that the court did not address 
on April 30th.

Update

Compounding pharmacies later won significant legal vic-
tories against the FDA, but compounding pharmacies are 
still prohibited from competing on a level playing field 
against Big Pharma.
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September 2001

are offshore Drugs 
Dangerous?

If you suffer from type ii diabetes, you’re likely to be pre-
scribed a drug called Glucophage®. This drug lowers glu-
cose and other blood risk factors that cause lethal dia-

betic complications.
Glucophage® works by enhancing cell sensitivity to the 

effects of insulin. Since type II diabetes is characterized 
by cellular insulin resistance, the fact that Glucophage® 
helps restore insulin sensitivity makes it a potent weapon 
against a disease that currently afflicts 16 million Ameri-
cans. Clinical studies dating back to the 1950s demonstrate 
Glucophage®’s efficacy and safety when properly used.

For several decades, Americans could not legally obtain 
Glucophage®. That’s because the FDA said it was toxic and 
banned its sale in the US. The Europeans did not agree 
that Glucophage® posed a health risk and approved its use 
decades ago.*

* Glucophage® is the brand name for the generic drug metformin, one of the most 
popular anti-diabetic drugs prescribed today.
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The FDA was proven wrong about Glucophage® and the 
drug was finally approved in December 1994. It is difficult 
to calculate exactly how many Americans died while Glu-
cophage® was kept out of the United States. It is very easy, 
however, to document that American consumers are being 
price gouged because of the FDA’s error. A one-month sup-
ply of Glucophage® costs $4.12 in other countries, while 
Americans pay $32.83 for the same quantity.

The reason for this unconscionable price disparity is that 
Glucophage® is old news in Europe, where it has been used 
since the 1960s. The FDA’s delay in approval has enabled 
Glucophage® to enjoy a virtual monopoly in the United 
States, causing US citizens to pay more than seven times 
the price this same drug sells for in other countries.

The number of people who die each year from diabetic 
complications is staggering. American diabetics perished 
while Glucophage® was being safely used throughout the 
world. Because of FDA ineptitude, US citizens pay grossly 
inflated prices to obtain a drug (Glucophage®) that is more 
than 30 years old.

thE FDA’s LAtEst ChArADE

The FDA now has the audacity to ask Congress to ban just about 
ALL imports of medications from other countries under the 
guise of “protecting” Americans against dangerous drugs.

On June 7, 2001, the FDA told Congress that they want 
to halt almost all small shipments of foreign drugs mailed 
to consumers in the US. The FDA wants US Custom Ser-
vice agents to send back all small foreign drug shipments 
they find. The only exemption would be for “compassion-
ate use,” so that seriously ill patients who have exhausted 
all approved treatments could order drugs from overseas 
that are unavailable in the US.
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The FDA says it needs to turn away all foreign drug 
shipments because of the sheer volume of drugs being 
imported. More American consumers are learning they 
can obtain prescription drugs at a fraction of the price 
charged in the US. The FDA now admits that the num-
ber of shipments far exceeds the agency’s ability to review 
them on a case-by-case basis. The FDA told Congress, “We 
need to be able to make a blanket assessment that these 
things are not safe for American consumers and should be 
turned back.”

The fraud being perpetrated by the FDA is the assertion 
that medications imported from other countries are auto-
matically illegal, counterfeit or contaminated. This is what 
the FDA would have said about Glucophage® before they 
approved it in 1994. The facts are that drugs from other 
countries cost far less and are sometimes more advanced 
than what is available on the American marketplace.

The FDA told Congress that an estimated 2 million pack-
ages containing drugs enter the United States through inter-
national mail each year. “The inescapable conclusion is these 
drugs are virtually all unapproved in the United States. . . . 
They may be counterfeit or worse,” the FDA said to Congress.

The truth is that most of the drugs the FDA complains 
about are already FDA-approved and are manufactured by 
the same companies that sell them to American pharmacies. 
The FDA is using scare tactics to protect the profits of the 
pharmaceutical industry . . . not the health of the public.

Currently, the law says that Customs must contact recip-
ients if it detains drugs at the border. The FDA’s new pro-
posal would waive that requirement. In other words, the FDA 
wants all drugs to be turned away without even providing the 
US citizen (who paid for the drug) with a notice and opportu-
nity to explain why they need them.1
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Drugs the FDA says are safe kill over 100,000 Americans 
every year, while the agency cannot demonstrate drugs 
imported from other countries are hurting anyone.

That’s not to say that some day an American won’t suffer 
an adverse reaction from an imported drug. After all, many of 
the drugs being imported are the same FDA-approved medi-
cations that are killing over 100,000 Americans every year.2–4

The FDA denied Glucophage® to Americans for decades, 
but rapidly approved Rezulin® to treat Type II diabetics. 
Rezulin® killed about 391 Americans before it was with-
drawn, according to a tabulation done by the Los Angeles 
Times.5 Those afflicted with Type II diabetes suffered and 
died waiting for the FDA’s belated approval of the rela-
tively safe drug Glucophage®.*

So while the FDA brazenly testified before Congress that 
all drugs imported from other countries are “dangerous,” 
the facts show the agency’s assertion is blatantly false and 
misleading.

The FDA preys on fear and uncertainty, while American 
consumers are extorted into paying the highest prices in 
the world for their prescription drugs.

unDoing this trAvEsty

The FDA lacks the moral and scientific legitimacy to deny 
Americans access to medications that are approved by 
health ministries in other countries. The FDA’s delay in 
approving Glucophage® is a prime example of why this 
agency should not be allowed to embargo drugs from 
other countries.

* Note: Glucophage® is now available in the United States under the generic name 
metformin. Glucophage® is not for everyone. To read safety precautions about this 
drug, log on to www.glucophage.com.
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Bureaucratic barriers at the FDA stifle the development 
of novel medicines, while drug company influence enables 
lethal drugs (like Rezulin®) to be “approved” by the agency 
as safe and effective.
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Drugs the FDa Says  
You can’t Have

Americans suffer and die even though effective drugs 
to treat their diseases are approved in other coun-
tries. The public is generally aware that novel drugs 

are sold in Europe and Japan, but intense lobbying by the 
pharmaceutical industry has blocked the wide-scale avail-
ability of these better medications.

Drug companies don’t want Americans to shop the world 
for more effective therapies. They prefer the current FDA-
protected system where large companies enjoy a virtual 
monopoly over the American marketplace. This archaic sys-
tem earns record profits for drug companies at the expense 
of US citizens, who pay inflated prices for the medications 
the FDA does allow them to have.

The FDA deceives the public and Congress into believing 
that drugs approved in other countries are somehow “dan-
gerous,” despite having no evidence to support this. What 
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the FDA conveniently ignores is the fact that drugs they 
say are “safe” kill over 106,000 Americans every year.1–3

thALiDomiDE stiLL kiLLs

Proponents of today’s drug approval system have to go 
back 41 years to the thalidomide debacle to find an example 
of an offshore drug causing a serious side effect. Thalido-
mide still kills because the FDA is using this old issue as an 
excuse to embargo life-saving drugs that are approved by 
health ministries in other countries. Furthermore, these 
drugs have been used in other countries for years without 
serious side effects.

Few people remember that it was not the FDA who dis-
covered the thalidomide problem. It was a German scien-
tist who identified thalidomide’s dreadful power to halt 
limb development in the early stages of pregnancy. The 
FDA’s sole contribution to avoiding this problem in the 
United States was a delay by a junior FDA officer in review-
ing the original application.

There is tragedy on the other side of the thalidomide led-
ger, too. Thalidomide has been shown to halt the prolifera-
tion of blood vessels, an effect that may help starve cer-
tain cancers and protect against blindness induced by wet 
macular degeneration. In 1998, the FDA finally approved 
thalidomide to treat a complication related to leprosy. That 
means that doctors can legally prescribe thalidomide to 
patients with other diseases. The FDA, however, has put 
up so many restrictions on its off-label use, that few physi-
cians or patients are willing to fight the red tape.4

The rare disease the FDA approved thalidomide to 
treat only occurs in about 50 Americans every year. The 
FDA, however, says the company that makes thalidomide 
cannot promote its use in treating cancer and macular 
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degeneration. Recent First Amendment losses the FDA 
has suffered in the courts may enable thalidomide to be 
advertised,5 but that would mean the company making 
the drug would incur the wrath of the FDA and be sub-
jected to retaliation against other drugs it might want to 
get approved.

FEAring FDA rEtALiAtion

The FDA has taken science out of the practice of medicine 
and replaced it with an incompetent and biased bureau-
cracy. To win FDA approval of a new drug, it takes a lot of 
political influence.

The committees who advise the FDA whether or not to 
approve a new drug are largely comprised of individuals 
who are beholden to the pharmaceutical giants.6 Small bio-
tech companies who cannot afford to put their own peo-
ple on these advisory committees are at a significant dis-
advantage. There are FDA-staffers who appear unusually 
friendly to large drug companies, but find every excuse 
imaginable to delay the approval of novel drugs from 
smaller companies.7–12

The FDA intentionally delayed the approval of ribavirin 
for decades while this anti-viral drug was saving lives in 
just about every civilized country on earth. The company 
who made ribavirin committed the terrible “sin” of holding 
a press conference to extol the virtues of this drug before 
the FDA approved it. Another victim of FDA retaliation 
was the immune-enhancing drug isoprinosine. While iso-
prinosine has been prescribed by doctors throughout the 
world for nearly two decades, the FDA will never approve 
it here because the manufacturer helped promote the fact 
that Americans could import it from other countries for 
their own personal use. The sad fact is that when effective 
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drugs are not approved because of FDA retaliation, Amer-
ican citizens die.13, 14

The FDA has put up so many restrictions on its off-label 
use, that few physicians or patients are willing to fight the 
red tape.

LiFE-sAving oFFshorE Drugs

An example of a drug that may never be approved in the 
United States is thymosin alpha-1, which is an immune 
boosting agent produced in the thymus gland.15 Unfor-
tunately, the small company making the drug lacked the 
resources to win FDA approval. Thymosin alpha-1 did 
gain approval in Europe. Published studies show that 
when used in combination with cancer chemotherapy, it 
helps mitigate bone marrow toxicity.16, 17 When thymo-
sin alpha-1 is combined with interleukin-2 or alpha inter-
feron, it enhances immune response against cancer cells 
and the hepatitis C virus.18–23 Thymosin alpha-1 should be 
available to Americans, but the FDA says no!

Another drug that could be of benefit to hepatitis C and 
certain cancer patients is polaprezinc. This ultra-safe Japa-
nese drug has been shown to reduce viral load and induce 
complete response in Type 1b hepatitis C (when combined 
with interferon).24 It may also be effective as an adjuvant 
therapy in cancer cells that up-regulate a growth factor 
called nuclear factor kappa beta. If you don’t live in Japan, 
it is very difficult to obtain polaprezinc, a unique com-
pound of carnosine and zinc.

Neurodegenerative diseases such as Alzheimer’s have 
no effective treatment. A drug called memantine may 
delay the progression of Alzheimer’s and Parkinson’s 
disease. Memantine works by a different mechanism 
than current FDA-approved drugs such as Aricept® and 
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tacrine. Memantine has been used in Germany for the last 
ten years, but it remains bogged down in FDA-mandated 
clinical trials. Four million American Alzheimer’s disease 
patients anxiously await.25–33

it’s timE to rEvoLt

Today’s flawed system of drug approval needs a major 
overhaul or Americans will continue to perish while effec-
tive therapies exist in other countries. As more Ameri-
cans learn that they are not getting the best that science 
has to offer, we believe the citizenry will rebel against 
the medical establishment, who place their monopolistic 
profits ahead over the wellbeing of the patient.

The world is rapidly changing and information about 
non-FDA approved therapies can easily be found on the 
Internet. The problem for consumers is separating real sci-
ence from charlatans who prey on those seeking a solution 
for a serious medical problem.

WhErE ArE thE BEst Drugs?

The most advanced drugs in the world are right here in 
the United States, but remain bogged down in the FDA’s 
approval quagmire. The profit potential in the American 
marketplace is so large that drug companies are not seeking 
quick approval in other countries as much as they used to.

Pharmaceutical companies spend gargantuan sums of 
money on clinical trials before they can earn a penny on 
the sale of the drug. The inordinate delay created by the 
FDA not only causes the needless death of those in desper-
ate need, but it makes the cost of drugs astronomical once 
they finally get approved.

A better approach would be to allow pharmaceuti-
cal companies to sell new drugs before they are officially 
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“approved.” This change would result in a renaissance of 
new medications becoming available at far lower prices. 
Those doctors and people who desire FDA protection could 
use only FDA-approved drugs, while individuals who think 
the FDA moves too slowly could gain immediate access to 
medications they believe could help them. Wouldn’t it be 
wonderful if nonprofit groups competed to provide unbi-
ased advice about unapproved drugs that could save lives?

Some argue that the FDA approves new drugs too fast 
and should mandate more stringent testing. The facts are 
that the dangerous drugs the FDA approves are often the 
result of drug company manipulation of the already-flawed 
approval process.

Those who think they need the FDA forget that scien-
tists established the efficacy of vaccines, antiseptics and 
antibiotics long before lawyers arrived to supervise their 
work. Medical science does not require the Federal govern-
ment’s rules or approvals to know whether a drug works. 
The superimposed political layer of review on research has 
been the major roadblock that prevents scientists from 
finding real cures for diseases that have too long plagued 
modern man.

Some pessimists are concerned that unethical compa-
nies would sell dangerous drugs in an unregulated envi-
ronment, yet no private company prospers for long selling 
products that kill, maim or injure in an era when trial law-
yers abound.

The following is an excerpt from the Wall Street Journal 
of an editorial entitled “FDA Caution Can Be Deadly, Too”:

Most ordinary, healthy people probably still 
take some comfort in the thought that a dili-
gent, generally competent, well-meaning fed-
eral agency is keeping an eye on the contents of 
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their medicine cabinets. But we live in an age of 
enormously rapid progress in medical science. 
Impelled by genetic science, we are progress-
ing toward ever more individualized, custom-
ized therapies. Some therapies already depend 
on extracting, modifying and cultivating cells, 
tissues or organs from the patient’s own body, 
or from close relatives. General-issue tailoring 
of your medicines is fine if you happen to stand 
smack in the statistical middle of everything, 
but few real people do. And in the direst cir-
cumstances, the best therapies will often be the 
ones on the edges of science, well outside the 
bounds of the truths that have been fully certi-
fied in Washington.34

EDitor oF the Lancet sAys thE FDA is FAr too Cozy 
With Drug inDustry

According to a May 19, 2001 editorial published in The 
Lancet, patients taking a controversial new drug for irri-
table bowel syndrome may have died because the FDA has 
become a “servant of [the drug] industry.”

This devastating editorial reveals that although Glaxo-
Smith Kline voluntarily withdrew the drug Lotronex® 
from the US market last November after the deaths of five 
patients, senior FDA officials are now seeking to reintro-
duce it.

This editorial goes on to say:

This story reveals not only dangerous failings in 
a single drug’s approval and review process but 
also the extent to which the FDA, its Center for 
Drug Evaluation and Research (CDER) in partic-
ular, has become the servant of industry.
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This two-page editorial is entitled “Lotronex® and the 
FDA: A Fatal Erosion of Integrity.” It accuses the FDA of 
receiving hundreds of millions of dollars in funding from 
industry.

The editorial claims the views of FDA scientists who raised 
safety questions about the drug were dismissed by FDA offi-
cials and that these scientists were excluded from further 
discussion about the drug’s future. It goes on to allege that 
negotiations between the FDA and the Glaxo on the drug’s 
future involved a “two-track process, one official and trans-
parent, one unofficial and covert.”

The FDA approved Lotronex® in February 2000 but it 
was never approved by the European Medicines Evaluation 
Agency. The company withdrew the product in the United 
States in November 2000 after 49 cases of ischaemic coli-
tis and 21 of severe constipation, including instances of 
obstructed and ruptured bowel. In addition to five deaths, 
34 patients had required admission to hospital and 10 
needed surgery.

The Lancet says that as early as July 2000, it was known 
that seven patients had developed serious complications. 
The clinical data confirmed “substantial and potentially 
life-threatening risks.” Instead of withdrawing Lotronex®, 
the FDA issued a medication guide. “This decision was to 
prove fatal,” according to The Lancet.

The editorial states that FDA scientists knew that the 
warning advising patients to stop taking Lotronex® if they 
felt “increasing abdominal discomfort” was impractical. 
The reason is that abdominal pain can be confused as a 
classical symptom of an irritable bowel.

FDA scientists argued that it was unreasonable to expect 
patients or physicians to know if this type of pain was an 
early warning of possibly fatal ischaemic colitis. Their view 
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was dismissed by FDA officials. According to The Lancet, 
“The scientists who raised these issues felt intimidated by 
senior colleagues and were excluded from further discus-
sions about Lotronex®’s future.”

In a memorandum dated November 16, 2000, FDA sci-
entists said, “Early warning of the dire side effects of this 
drug is clearly not feasible” and added a “risk management 
plan cannot be successful.” FDA officials choose to ignore 
this warning.

By the time of a key November 28th, 2000 meeting 
between Glaxo and FDA officials, rather than reject the 
company’s proposal to withdraw Lotronex®, the FDA 
offered several conciliatory options including voluntary 
withdrawal pending further discussion.

The Lancet claims “many within the FDA’s leadership 
now want to bring Lotronex® back. An advisory committee 
meeting set up to do so is being planned for June or July.”

The reason this highly critical editorial against the 
FDA was published is because The Lancet previously pub-
lished some of the trial data that led to the FDA approv-
ing the drug. As increasing reports of adverse effects 
became known, the editor of The Lancet became “more 
intrigued about what was happening, it opened up into 
an issue of how science is dealt with by the FDA and how, 
because of industry funding, it has fatally compromised its 
independence.”

The Lancet editor went on to say that “The scientists 
within the FDA who analyze and interpret adverse drug 
reactions have been largely ignored after the drug was 
approved and marketed. That is where there has been a 
terrible failure in evaluating the safety of this drug.”
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May 2001

What’s Wrong with  
the FDa

“That whenever any form of government becomes 
destructive of these ends, it is the right of the people  

to alter or abolish it.”

Thomas Jefferson,  
Declaration of Independence, July 4, 1776

Congressional committees and investigative journal-
ists have exposed massive incompetence, neglect 
and fraud at the FDA. In the Courts, the agency 

continues to lose critical cases as Federal judges rule that 
FDA policies are blatantly unconstitutional.

For the past 21 years, the Life Extension Foundation® 
has compiled evidence indicating that the FDA is the num-
ber one cause of death in the United States. The FDA causes 
Americans to die by:

�� Delaying the introduction of life-saving therapies
�� Suppressing safe methods of preventing disease
�� Causing the price of drugs to be so high that some 

Americans do without
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�� Denying Americans access to effective drugs 
approved in other countries
�� Intimidating those who develop innovative meth-

ods to treat disease
�� Approving lethal prescription drugs that kill
�� Censoring medical information that would let con-

sumers protect their health
�� Censoring medical information that would better 

educate doctors
�� Failing to protect the safety of our food
�� Misleading the public about scientific methods to 

increase longevity

The greatest threat the FDA poses to our health is the 
fact that the agency functions as a roadblock to the devel-
opment of breakthrough medical therapies. Innovation in 
medicine is stifled by FDA red tape, which is why Amer-
icans continue to die from diseases that long ago might 
have been cured if a free marketplace in drug development 
existed.
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May 2001

FDa Suffers Second 
massive Legal Defeat in 

Pearson v. Shalala II
court to FDa? the First  

amendment must Be Followed

In 1999 there was an unprecedented legal victory against 
the FDA in a landmark Federal Appellate Court ruling. 
The title of the case was Pearson v. Shalala. For the pur-

poses of this article, we will refer to the 1999 case as “Pear-
son I.” When discussing the most recent triumph over FDA 
tyranny, this case will be called “Pearson II.”

The historical significance of Pearson I cannot be over-
stated. By an 11–0 margin, an appellate court mandated 
that the FDA abide by the First Amendment (free speech) 
provisions of the United States Constitution. Prior to this 
ruling, the FDA behaved as if the First Amendment did not 
apply to them.
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Still reeling from the devastating loss in Pearson I, the 
FDA on February 2, 2001, suffered yet another massive legal 
defeat in the Pearson II case. Pearson I and II are significant 
victories for freedom of informed choice in the healthcare 
marketplace. They make it clear that the First Amendment to 
the United States Constitution disarms FDA of any power to 
ban nutrient-disease claims (so-called “health claims”) unless 
FDA has solid evidence that the claims actually mislead. 
The Courts have ordered FDA to stop censoring science on 
dietary supplement labels and to let that science reach con-
sumers. The Courts ruled that the only constitutional right 
the FDA has on the issue of health claims is to insist on rea-
sonably worded disclaimers such as, “These statements have 
not been evaluated by the Food and Drug Administration.”

WhAt thE FDA WAntED to CEnsor

In Pearson II, Durk Pearson, Sandy Shaw, the American Pre-
ventive Medical Association, Dr. Julian M. Whitaker and 
Pure Encapsulations, Inc. appealed an FDA ruling that would 
have prevented the public from learning that synthetic folic 
acid is more effective than food folate in reducing neural 
tube defects. The specific claim the FDA wanted to ban was:

800 mcg of folic acid is more effective in reduc-
ing the risk of neural tube defects than a lower 
amount in foods in common form.

In the Pearson I decision, the Federal Appellate Court 
ruled that the FDA had unconstitutionally suppressed this 
health claim. Over two years later, FDA still suppressed 
the claim in disobedient disregard of the Pearson I ruling. 
The FDA’s decision to suppress this health claim not only 
violated the First Amendment rights of the Pearson plain-
tiffs, it also deprived the public of health information vital 
to every fertile American woman.
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thE FDA ignorEs thE Court’s ruLing

The fact that synthetic folic acid in amounts ranging from 
400 mcg to 800 mcg is more effective than food folate 
in reducing neural tube defects is well-established in the 
scientific literature. The Institutes of Medicine of the 
National Academy of Sciences has determined that syn-
thetic folic acid is twice as bioavailable as food folate and, 
thus, is more effective in reducing neural tube defect risk. 
Despite the ruling in Pearson I, and despite the overwhelm-
ing scientific evidence in favor of the claim, the FDA held 
for a second time that the claim would not be allowed. In 
the process, it once again denied American women infor-
mation they need to save them and their future children 
from the horrible affliction of neural tube defects. It also 
proved that this agency continues to be willing to harm 
the public health to keep in place its regime of censorship 
over health claims.

Pearson II is an outgrowth of Pearson I. A landmark First 
Amendment decision, Pearson I struck down as unconsti-
tutional four FDA rules that suppressed the health claims 
that Durk Pearson, Sandy Shaw, the American Preventive 
Medical Association and Citizens for Health wanted to 
make. The four claims were:

1. Consumption of antioxidant vitamins may reduce 
the risk of certain kinds of cancers.

2. Consumption of fiber may reduce the risk of colorec-
tal cancer.

3. Consumption of omega-3 fatty acids may reduce the 
risk of coronary heart disease.

4. 800 mcg of folic acid in a dietary supplement is more 
effective in reducing the risk of neural tube defects 
than a lower amount in foods in common form.
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The Court also held FDA’s interpretation of its health 
claims review standard unconstitutional. It ordered FDA 
to allow the four claims even if they failed to satisfy that 
review standard.

The Court ruled the FDA’s health claim standard to be 
arbitrary and capricious because it was so subjective that 
no one could determine precisely what level of scien-
tific evidence FDA expected in order to approve a claim. 
It ordered FDA to define a new standard comprehensi-
bly—something that FDA has still not done. It told FDA 
that even in the presence of a defined standard the agency 
would be expected to allow health claims except in the 
narrowest of circumstances: when it proved with empiri-
cal evidence that a health claim was not only misleading 
to consumers but also that it could not be rendered non-
misleading through the addition of a disclaimer. Pearson 
I made disclosure over suppression the order of the day. 
FDA was supposed to implement the decision immedi-
ately, fully and faithfully. FDA did not. In fact, FDA still 
has not done so.

FDA DrAggED into Court AgAin

In Pearson II, Durk Pearson, Sandy Shaw and the other 
Pearson plaintiffs returned to federal court to force FDA to 
comply with Pearson I by allowing the plaintiffs’ folic acid 
claim to enter the marketplace immediately. The Court 
granted the plaintiffs request for a preliminary injunc-
tion to the extent that it declared FDA’s action unconstitu-
tional. The Court held that “FDA acted unconstitutionally, 
and particularly in violation of the Court of Appeals deci-
sion in [Pearson I], in suppressing Plaintiffs’ claim rather 
than proposing a clarifying disclaimer to accompany the 
Claim.” FDA has sixty days to implement the decision but, 
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rather than do that, it has asked the Court to reconsider its 
ruling, another delaying tactic.

Pearson II is a particularly bitter defeat for FDA because 
it comes at the hands of the very judge who ruled in favor 
of FDA in the case reversed by Pearson I: Judge Gladys Kes-
sler of the US District Court for the District of Columbia. 
At oral argument before she ruled in Pearson II, Judge Kes-
sler explained that she had been persuaded that her earlier 
decision had been incorrect. She said that she believed that 
the Court of Appeals’ decision in Pearson I was the proper 
resolution of the matter. She then issued a very well-rea-
soned decision that constitutional law experts who have 
studied the case believe will be very hard, if not impossi-
ble, for FDA to appeal successfully.

In Pearson II, Judge Kessler rejected FDA’s arguments 
one by one. She found FDA’s failure to comply with the 
Pearson I order inexcusable, writing, “There is no ques-
tion that the agency has acted with less than reasonable 
speed in this case; for example, it waited for more than 18 
months before revoking rules declared unconstitutional 
by the Court of Appeals.” She found it “clear that the FDA 
simply failed to comply with the constitutional guidelines 
outlined in Pearson.” She stated that “The agency appears 
to have at best, misunderstood, and at worst, deliberately 
ignored, highly relevant portions of the Court of Appeals 
Opinion.” She found that “FDA has continually refused 
to authorize the disclaimers suggested by the Court of 
Appeals—or any disclaimer, for that matter” and “has sim-
ply failed to adequately consider the teachings of Pearson: 
that the agency must shoulder a very heavy burden if it 
seeks to totally ban a particular health claim.”

In granting the injunction against FDA’s decision to 
prohibit the folic acid claim, Judge Kessler found, “FDA’s 
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decision . . . was arbitrary, capricious and an abuse of dis-
cretion.” She thought it “very clear that Plaintiffs are 
harmed by the FDA’s suppression of the Folic Acid Claim,” 
explaining that the continued violation of their First 
Amendment rights constituted “irreparable harm.”

JuDgE sAys FDA’s Position “hArmED thE PuBLiC 
intErEst”

Indeed, Judge Kessler found the FDA’s suppression of the 
claim inexcusable not only because it deprived the Plain-
tiffs of their “rights to effectively communicate . . . health 
message[s] to consumers” but also because it harmed the 
public interest. FDA’s existing, allowable folic acid claims 
convey the false and misleading impression that folate in 
unfortified foods is effective in reducing neural tube 
defects when, in fact, it has never been proven effective. 
The only source of folic acid proven effective is synthetic, 
i.e. the kind of folic acid found in supplements. The only 
amounts shown to reduce neural tube defects consistently 
and reliably are above 400 mcg, with 800 mcg regarded as 
an ideal dose by many leading scientists. The only large-
scale placebo controlled clinical trial corroborating a 100% 
reduction in neural tube defects in women with no prior 
history of neural tube defect births involved use of dietary 
supplements containing 800 mcg a day of folic acid.1 The 
FDA rejected this study, but Judge Kessler did not. She 
ruled FDA’s rejection of the study an abuse of discretion, 
finding the need for the information substantial. Here is 
what the judge said:

The public health risk from neural tube defects 
(NTD) is undeniably substantial. NTDs occur in 
approximately 1 of every 1,000 live births in the 
United States. Approximately 2,500 babies are 
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born every year with an NTD. Of the children 
born with NTDs, most do not survive into adult-
hood, and those who do experience severe hand-
icaps. The lifetime health costs associated with 
spina bifida, the most common NTD, exceed 
$500,000, and the yearly costs in Social Security 
payments exceed $82 million.

Given that the scientific consensus, even as 
acknowledged by the FDA, confirms that taking 
folic acid substantially reduces a woman’s risk of 
giving birth to an infant with a neural tube defect, 
the public interest is well served by permitting 
information about the folic acid/NTD connec-
tion to reach as wide a public audience as possible. 
Plaintiffs’ Folic Acid Claim . . . communicates this 
vitally important message.

is thE FDA noW in ContEmPt oF Court?

Pearson II and Pearson I have profound implications for 
FDA’s regulation of health information. These decisions 
establish beyond any legal doubt that the FDA must com-
ply with the First Amendment. Those decisions make it 
clear that FDA cannot suppress health information on the 
basis that the agency disagrees with the message commu-
nicated. Instead, FDA must be in the business of fostering 
the dissemination of health information to the public, not 
censoring it.

Although the Pearson I and II decisions concern dietary 
supplements, they rest on broad First Amendment doc-
trines that are the supreme law of the land and have greater 
authority than any FDA regulation. As a consequence, the 
Pearson decisions are likely to cause the toppling of FDA’s 
censorship of food and drug claims over time. If applied to 
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their full extent, the First Amendment principles of Pear-
son mean that FDA has no constitutional power to prevent 
the public from receiving any truthful and nonmisleading 
health information about any product that agency regulates.

Those principles mean that FDA must rely on correc-
tive disclaimers, whenever possible, as an alternative to 
its current practice of censorship. The days of FDA cen-
sorship are destined to come to an end. For the moment, 
however, the agency still (even after Pearson II) continues 
to censor health claims for supplements, health claims for 
foods and off-label claims for drugs. That would appear to 
be contempt of court. In one case now pending before the 
United States Court of Appeals involving FDA suppres-
sion of a vitamin B6, vitamin B12, folic acid and vascular 
disease claim, plaintiffs represented by attorney Jonathan 
Emord have asked the US District Court to hold FDA in 
contempt for its noncompliance with the Pearson decision. 
It may well be that in due time FDA and its officers will be 
made to account personally for FDA’s unlawful refusal to 
comply with the First Amendment.

Despite these incredible constitutional court victories, 
FDA censorship persists, as discussed when describing 
FDA’s suppression of health claims about walnuts, cher-
ries, green tea, etc.
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May 2001

FDa Loses case 
against compounding 

Pharmacies on First 
amendment Grounds

Most americans don’t know that they can legally 
obtain certain drugs that are not FDA-approved 
at compounding pharmacies. The cost of these 

“compounded” drugs is often lower than what it costs to 
buy finished drugs made by pharmaceutical companies. 
The reason most Americans don’t know about drugs avail-
able at compounding pharmacies is that up till now, the 
FDA said it was “illegal” for compounding pharmacies to 
promote the drugs they offered.

A Federal appellate court has just ruled that the FDA 
cannot restrict advertising by pharmacists who sell com-
pounded drugs. The decision pitted the free speech rights 
of pharmacists against a Federal law aimed at restricting 
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advertising of compounds that require a doctor’s prescrip-
tion, but aren’t subject to the FDA’s approval process.

In citing previous cases, the US Court of Appeals for the 
Ninth Circuit Court (San Francisco) stated that “govern-
ment prohibitions of truthful commercial messages are 
‘particularly dangerous’ and deserve ‘rigorous review.’ ”

In this case, the FDA contended that restrictions on ads 
for compounds were an attempt to balance the needs of indi-
vidual patients with the protection of the broader public by 
“preventing widespread distribution of compounded drugs.”

In an opinion (that upheld a lower court ruling), Judge 
Cynthia Holcomb Hall wrote that “the government neither 
explains nor supports” its contention that wider distribution 
of compounded drugs would endanger the public. “In fact, 
most of the evidence runs to the contrary,” she wrote, noting 
that “compounding is not only legal under state law, but most 
states require their pharmacists to know how to compound.”

Judge Hall went on to say that the government offered 
“no evidence demonstrating that its restrictions would 
succeed in striking the balance it claims is a substantial 
interest, or even protect the public health.”
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September 2000

Life extension® Wins in 
the House and Senate

In a startling setback to the FDA and the drug cartel, a bill 
that enables Americans to legally obtain lower cost pre-
scription drugs from other countries passed the House 

of Representatives on June 29, 2000. This is great news for 
consumers who have been paying inflated prices for their 
medications because the FDA inappropriately blocked the 
importation of less expensive drugs from other countries.

The pharmaceutical industry’s panicked response has 
been to run full-page newspaper ads stating that prescrip-
tion drugs from Mexico and Canada are somehow “coun-
terfeit” and cannot be trusted. This is a truly remarkable 
allegation when one considers that the lower priced drugs 
from Canada and Mexico are often manufactured by these 
very same pharmaceutical companies.

The drug industry is using scare tactics that have no basis 
in fact to block Americans from gaining access to lower-cost 
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prescription medications, and the FDA wholeheartedly sup-
ports the drug companies. American citizens, on the other 
hand, are revolting against outrageously high drug prices.

On July 20, 2000, the Senate passed a similar bill—by a 
vote of 74 to 21—that allows pharmacists and wholesalers to 
import US-approved drugs available at lower prices overseas. 
The House bill, on the other hand, lets individuals buy drugs 
abroad, so a compromise measure is now being crafted.

ConvEntionAL mEDiCinE FAiLs most AmEriCAns

You might think that since US citizens pay the highest 
healthcare prices in the world, that the quality of medi-
cine would be commensurate with the cost. According 
to the World Health Organization, this is not the case. A 
recently released study from the World Health Organiza-
tion showed that the United States ranked 37th in over-
all healthcare quality, meaning that 36 countries are doing 
a better job than the US at keeping their citizens healthy. 
The fact that countries who are ahead of the United States 
pay significantly less in healthcare costs indicates that 
there is something fundamentally flawed about the pres-
ent FDA-protected healthcare monopoly. According to 
a health economist at Princeton University, the United 
States is very good at employing heroic expensive proce-
dures, but poor at low-cost preventative care that keeps 
citizens of other countries healthier. This is not surprising 
when one looks at the FDA’s 80-year reign of terror against 
those involved in preventive medicine.

new engLand JoUrnaL of medIcIne AttACks 
PhArmACEutiCAL inDustry

Anyone who reads the New England Journal of Medicine 
knows that this publication derives almost all of their 
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advertising revenue from prescription drug advertising. 
That’s what makes their blunt editorial against the phar-
maceutical industry so credible.

This editorial, written by Dr. Marcia Angell, and pub-
lished in the June 22, 2000 edition, accuses the pharma-
ceutical industry of hiding behind a cloak of “exaggerated 
or misleading” claims to justify high drug prices. Drug 
companies state that they need high prices to develop new 
cures and better treatments. But Angell argues that many 
of the new drugs that companies produce add little to ther-
apeutic innovation except expense and confusion.

The New England Journal of Medicine editorial depicts the 
industry as one in which top companies rake in huge prof-
its, spend enormous amounts on questionable marketing 
and advertising practices and are free to charge inflated 
prices as a result of government-sanctioned monopolies. 
“The pharmaceutical industry is extraordinarily privileged. 
It benefits enormously from publicly funded research, gov-
ernment-granted patents and large tax breaks, and it reaps 
lavish profits,” says Dr. Angell.

Dr. Angell said that she is speaking out because the prices 
of drugs are rising so fast and the use of drugs is so great 
that it’s becoming a real problem for consumers. She also 
worries that the ongoing Congressional debate on a Medi-
care prescription drug benefit has largely focused on who 
will pay and the breadth of coverage instead of the price of 
the drugs themselves.

It should not be surprising that the Pharmaceutical 
Research and Manufacturers of America, which repre-
sents drug companies, issued a prepared statement blast-
ing Dr. Angell’s point of view as “a complete distortion of 
the facts.”
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waLL Street JoUrnaL ExPosEs Drug ComPAny 
ProPAgAnDA

The July 6, 2000 issue of the Wall Street Journal also fea-
tured an article critical of the drug industry’s claims that 
high drug prices are needed to fund research. According to 
this article, the pharmaceutical industry is not delivering 
the kind of breakthroughs that were once promised. The 
Wall Street Journal pointed out that the drug industry still 
spends far more on salesmen than it does on scientists and 
that overall, the industry’s marketing and administration 
expenses are generally more than twice those of research 
and development. At Pfizer, for instance, marketing and 
administration make up 39% of expenses, compared with 
17% for R&D.

Why thEsE AtroCitiEs ContinuE

Americans pay the highest prices in the world for substan-
dard medical care. It’s easy to point fingers at the drug 
companies, but it is the FDA who provides the pharmaceu-
tical giants with the immoral monopoly that allows them 
to rape the American consumer’s health and pocketbook. 
If the FDA were abolished, drug companies would have to 
get back to aggressive research and cut prices dramatically 
if they were to compete against the small biotech compa-
nies that are being held back by FDA red tape.

With the FDA out of the way, large and small companies 
would be free to offer novel therapies without having to 
spend hundreds of millions of dollars on FDA “approval.” 
New drug efficacy would be determined by allowing pri-
vate organizations to test drugs on volunteer terminally 
ill patients without first having to obtain FDA approval. 
In today’s heavily regulated climate, on the other hand, 
terminally ill patients are denied access to promising 
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therapies unless they meet the rigid criteria set by the 
FDA. This bureaucratic obstacle often dooms a drug to 
failure because the agency first demands the patients 
fail grueling rounds of toxic conventional therapy before 
being allowed to try the novel approach.

Some people still think the FDA protects us against dan-
gerous drugs. Instead, when humanitarian FDA employees 
tried to alert the public about a dangerous drug, the FDA 
launched an internal affairs investigation and threatened 
these honorable people with imprisonment.

The FDA’s primary focus is on protecting the profits of 
the large drug companies and not in safeguarding the con-
sumer against dangerous drugs. It is encouraging that a 
growing number of judges, members of Congress and the 
media are recognizing the health fraud being perpetrated 
against the American public by the FDA.

Update

Despite this drug importation bill passing in the House and 
Senate, the FDA nixed it on technical grounds. The result 
is hyper-inflated drug prices that are driving the United 
States into financial ruination. 

In June 2011, Pfizer announced plans to cut $1 billion in 
research-and-development expenses for year 2012. This is 
on top of $2.9 billion in research-and-development cuts it 
previously announced. Pfizer has earned tens of billions of 
dollars of profits on drug sales. Yet their in-house research 
has failed to produce the major medical breakthroughs the 
pharmaceutical industry once promised from sales of their 
high-priced drugs.
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May 2000

americans are Getting 
Healthier—But the 

FDa remains a major 
impediment 

According to a new study, life is not only becoming 
longer in the US, it appears to be getting better. Peo-
ple over age 84 in 1993 were shown to be healthier 

and more independent compared with those the same age 
in 1986. This new report was published in the Journal of the 
American Medical Association (January 26, 2000).

The study also showed that fewer men and women over 
age 84 used healthcare services and entered into nursing 
homes during the last year of their lives. According to a co-
author of the report, Dr. Richard S. Cooper, “There have 
been substantial changes over the last generation in terms 
of health-related behaviors and we are beginning to see the 
impact of that among the elderly.”
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New studies are likely to continue to show significant 
prolongation of a healthier life span based on the aggres-
sive measures Americans are taking to prevent the diseases 
of aging. One example of how Americans are taking bet-
ter care of themselves can be seen in the explosive growth 
of vitamin supplements. Sales of dietary supplements in 
the United States in 1982 were only two billion dollars. By 
1999, dietary supplement sales topped fifteen billion dol-
lars. Based on the health and longevity effects that sup-
plements confer on human populations, there should be 
increasing numbers of Americans who live independently, 
relatively free of the common degenerative diseases that 
have afflicted previous generations.

Why thEsE stAts ArE not gooD Enough

Improving the overall quality of life is a short-term objec-
tive of the Life Extension Foundation®. Our ultimate goal 
is the indefinite extension of the healthy human life span. 
There is strong scientific reason to believe that the eradica-
tion of killer diseases and control of human aging may be 
right around the corner. The problem is that an entire gen-
eration of Americans may perish waiting for the FDA to 
approve these breakthrough therapies.

There are biotech companies making revolutionary medi-
cal discoveries, but the FDA’s regulatory quagmire prevents 
many of these potential life saving therapies from making 
it to market.We reprint on the next page an unsolicited let-
ter that exemplifies the problem that small drug companies 
have in dealing with the FDA. This exceptionally well stated 
letter, detailing how the FDA stifles medical innovation, was 
sent to me by a biotech company president.

The solution to the FDA’s bureaucratic obstruction of 
advancement in medicine is to radically restructure or 
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abolish the agency. The dilemma is that the average per-
son still thinks the FDA does what it is supposed to, i.e., 
“protect and promote the health of the American public.” 
The unfortunate facts are that science is moving ahead too 
rapidly for any central bureaucracy to keep up with it all. 
The FDA roadblock against progress has to be dismantled 
or many more will die from a disease that could have been 
prevented or cured if free enterprise was allowed into the 
medical science arena.

A LogiCAL ProPosAL to EnD FDA tyrAnny

The letter below provides an inside look at how the FDA 
inhibits innovation and how simple it would be to restruc-
ture the agency in a way that would allow for a medical 
renaissance to occur in the United States.

From the Desk of
Roderic M.K. Dale, PhD

February 25, 2000

William Faloon 
Life Extension Foundation® 
PO Box 229120 
Hollywood, FL 33022

Dear Mr. Faloon:

I have read with great interest of your battles with the 
FDA. It would appear that the FDA believes that it is above 
the US constitution and that it can intimidate, threaten 
and enforce inherently flawed authoritarian regulations 
and even regulate what people can say. This last point was 
of course, documented in court in the lawsuit that was 
brought by Pearson and Shaw charging that the FDA was 



Pharmocracy336 •

guilty of suppressing truthful and non-misleading infor-
mation. As you know, the courts agreed with Pearson and 
Shaw and the appellate court voted 11 to zero not to hear 
an appeal by the FDA.

The frustration that our company has experienced 
stems from yet another aspect of the FDA’s activities. Our 
company, Oligos Etc. Inc., is a contract manufacturer that 
has established itself as a premier source for the highest 
quality nucleic acids for research, diagnostics, nucleic acid 
arrays, cosmetics, nutritional supplements and therapeu-
tics. Over the past several years we have been pursuing a 
research program using internally generated funds. These 
studies have led to the development of several truly inno-
vative formulations based on our extensive experience 
with nucleic acid synthesis as well as novel chemistries 
and processes for the manufacture of nucleic acids that we 
have developed (patents pending). Therapeutic formula-
tions of these compositions could be extremely valuable 
in inflammatory conditions such as psoriasis, asthma, 
arthritis, rosacea and eczema. Other compositions could 
be easily developed for issues ranging from hair loss, ED, 
IBD, cardiovascular function and cancer, to aging.

Originally we thought that we might pursue the develop-
ment of clinical formulations of some of our compositions. 
However, we discovered that the therapeutic approval pro-
cess that the FDA has created is extremely expensive ($200 
to $500 Million) and incredibly time-consuming (8–12 
years) for a single product. It is a process that allows only 
the large multinational drug companies to participate. Ulti-
mately, a small company like ours would have to sell off its 
ideas to one of the pharma giants to get a product through 
the new drug application process (NDA). However, the 
large pharmas are resistant to new approaches. Even if they 
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express interest in a new drug, they are as likely to bury it 
as they are to develop it, especially if it threatened to com-
pete with one of their existing product lines. We spoke to 
numerous consultants including former FDA lawyers, busi-
ness lawyers and officers of other biotech companies who 
recommended that from a business perspective we would 
be better off if we considered looking at cosmetic or dietary 
supplement formulations. This view was confirmed after 
seeing what happened to companies like Shaman Pharma-
ceuticals and Procyte. Both of these excellent biotech firms 
initially pursued clinical development of their products 
only to be frustrated, and eventually, after spending tens 
of millions of dollars, opted for nutritional supplement and 
cosmetic formulations, respectively.

As we began to look into the possibilities of other 
approaches we encountered the FDA regulations concern-
ing cosmetics and nutritional supplements that essentially 
prevent the presentation of scientific research in support 
of product claims. We were astounded to find a US agency 
openly violating the first amendment right of free speech. 
The FDA has seemingly made itself the sole arbiter of what 
may be said in the US regarding food and drugs. As we began 
to read about healthcare in the USA it became apparent that 
the situation involved other players as well as the FDA.

The FDA working with the drug companies and the med-
ical establishment has become a major impediment to 
both disease prevention and novel drug development and 
the principal cause of the horrendous medical costs both 
the country as a whole, as well as individuals, must bear. 
It is necessary to develop legislation to totally revamp the 
way we approach healthcare in the USA. The current medi-
cal system is basically not functioning well in disease pre-
vention or drug development, and has flaws in the area 
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of treatment while still costing a fortune. We do not need 
to spend more on healthcare. Those payments are basi-
cally subsidies for the major drug companies. The medi-
cal establishment has become largely an insensitive entity 
more interested in treating disease than in preventing or 
curing it. Please consider the following points.

As discussed above, the FDA has made the new drug 
approval process so expensive in both dollars and time as 
to preclude all but a small private club of very large and 
wealthy multinational pharmaceutical companies. The 
costs for drug development in Japan are reportedly about 
10% of those in the US. This is not impossible to believe 
given that the cost for development of a new drug for the 
US veterinarian market is between $0.25 and $2.0 million. 
This is 1% or less of the cost to develop a drug for human 
use. It should be possible to develop new drugs for human 
use for similar costs.

At one time the documentation for a new drug applica-
tion (NDA) would fill one or two 3-ring notebooks. Today, 
because of the FDA’s approach that more data is always 
better, it is possible to fill an entire tractor-trailer with 
FDA mandated documentation.

Despite the exponential increase in all this expensive 
documentation, the number of adverse drug reactions 
(ADRs) to new drugs has remained essentially constant 
for the past 32 years according to an article in the April 
14th, 1998 issue of the Journal of American Medical Associa-
tion. The authors Bruce H. Pomeranz, MD, PhD and his col-
leagues at the University of Toronto, observed that ADRs 
to FDA approved drugs account for more than 100,000 
deaths a year and are between the 4th and 6th leading 
cause of death in the United States. If one includes errors 
of administration the death toll may be 140,000 people per 



339FDa remains a major impediment •

year (JAMA Vol.277, No. 4, January 22/29 1997, pp.301–
306). According to the New England Journal of Medicine 
(Vol. 339, No. 25, December 17, 1998, pgs. 1851–1854), 
“Overall 51% of [FDA] approved drugs have serious side 
effects not detected prior to approval.” Clearly, the FDA 
has succeeded in driving up the costs for new drug devel-
opment while providing no more safety than existed when 
the costs were a fraction of today’s costs.

Unfortunately, a triumvirate has developed among the 
FDA, multinational drug firms and the established medical 
community that benefits from perpetuation of the current 
situation. The large pharmaceutical companies begin giving 
“gifts” to future doctors while in medical school. (When is 
a Gift Not a Gift?, JAMA, January 19, 2000, Vol. 283, No. 
3, pgs. 373–380). According to the New York Times (Janu-
ary 11, 1999, A1 “Fever Pitch: Getting Doctors to Prescribe 
is Big Business”) over 6 billion dollars are spent every year 
to “educate” doctors about the new drugs developed by the 
large drug firms. The multinational drug companies also pay 
nearly $1 billion annually, in user fees to the FDA (The Durk 
Pearson and Sandy Shaw Life Extension® News, Vol. 3 No. 1, 
February 2000). As mentioned above, the costs for the stud-
ies required by the FDA can really only be covered by the big 
drug companies ensuring that the circle is complete.

The structure of the triumvirate is also such that what 
is addressed is the treatment of disease—not prevention 
or cure. The ideal drug product from the perspective of the 
large drug companies is one that is used daily for the rest 
of a person’s life. For example, developing vaccines, unless 
needed yearly, is not interesting financially. There has also 
been a major effort by all the members of the triumvirate to 
restrict both information about alternative and preventive 
medical approaches as well as products such as nutritional 
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supplements in the form of vitamins and herbal prod-
ucts. Long before it became open knowledge that the daily 
use of aspirin could lessen the chances of a heart attack it 
had been documented in clinical studies that this was the 
case. However, the FDA forbade manufacturers of aspirin 
from making those claims. It has been estimated that as 
many as 800,000 lives could have been saved over a 10 year 
period if this information had not been kept hidden by the 
FDA (Interview with Durk and Sandy, online at http://irc.
lycaeum.org/~maverick/p&s.htm).

Another area that is truly absurd is the limitation the 
FDA places on the claims that can be made for supplements 
that pass through the intestinal tract. Although it has been 
shown that there is often better adsorption of nutritional 
supplements through the mucosal tissue in the mouth 
and nasal passages, according to the FDA, these routes 
of administration turn a dietary supplement into a drug. 
This goes under the heading of magic or perhaps madness. 
Likewise, although administration of many herbal reme-
dies over the centuries has involved topical application of 
extracts, it is also forbidden by the FDA to make any claims 
if a supplement is applied to the skin. Again this regulation 
is clearly counterintuitive, but then the rules of logic do 
not seem to apply to FDA regulations.

The FDA, many doctors and the drug companies object 
to herbal and nutritional supplements arguing either that 
the herbalists and others are dishonest or that the reports 
are all anecdotal and have not been rigorously and scientifi-
cally shown to be beneficial. The FDA has therefore decreed 
that before any therapeutic claims can be made an herbal 
or supplement must be run through the FDA controlled 
$200—$500 million dollar drug approval processes. They 
also argue that people might forgo FDA approved medical 
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treatment if they had ready access to alternative sources 
of medicinal treatment. Given the Adverse Drug Reaction 
data it could easily be argued that a person has a better 
chance at recovery and avoiding death if he or she avoids 
many of the FDA approved drugs. The former head of the 
FDA, Dr. Kessler asserted that, “The FDA should be the 
sole authority on health and nutrition.” He also is reported 
to have said that if people were allowed to make health 
choices themselves there would be no need for the FDA. 
Exactly, and at that point people would have free access to 
information about ways to prevent many diseases, herbal 
and supplement therapies as well as novel approaches 
developed by innovative biotech firms, all for a fraction of 
the current healthcare costs. This brings up other points.

There are charlatans in every field, but that is hardly a 
reason for denying access to an entire area that has shown 
successes for several thousand years. Most medicines were 
initially derived from herbal remedies. After that most 
drugs were synthetic analogs of the compounds found in 
nature that appeared to be the active component. Unfortu-
nately, pulling out one specific ingredient from a complex 
mixture can result in a toxic medicine. Many beneficial 
effects seen with herbal treatments may be the result of 
the interactions of several components. It is only relatively 
recently that the central approach to new drug develop-
ment has lost all touch with botanical and other natural 
sources of medicines. The principal method of finding new 
drugs is to screen tens of thousands of chemically synthe-
sized compounds in the hope of finding one that has the 
desired effect. As seen above, however, they frequently 
have other undesirable effects, such as death.

People are looking for non-allopathic medicinal solu-
tions because modern medicine has become insensitive 
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and distant to the people it ostensibly serves. Anyone 
knows this who has had the misfortune of either being in 
a hospital or having a loved one in a hospital. 
The alternatives frequently offered to people are a modern 
day version of the pit and pendulum. Given the large num-
ber of deaths due to adverse drug reactions, doctors, the 
FDA and the large drug companies’ assertion that people 
need to get these treatments has a hollow self-serving ring. 
By contrast, there are very few deaths that can be attrib-
uted to nutritional supplements or herbal remedies.

If the costs for getting substances approved for medici-
nal use were not so exorbitant it would be economically 
feasible to take herbal treatments through the process. As 
it is, there are numerous excellent scientific studies show-
ing both safety and efficacy that have been done outside 
the FDA arena. However, the FDA does not permit the 
inclusion of that data with the supplements.

There is a need for a new structure to handle drug devel-
opment in the 21st century, one that is more open and far 
less costly. It might be well to restrict the FDA’s activities 
to monitoring the food supply. A variety of ideas have been 
put forth. Perhaps the NIH and/or the CDC would estab-
lish standard tests for toxicity and a toxicity scale of 1 to 
10 that would be included on every drug/supplement. The 
NIH could review the results of the studies, and assign a 
score to the particular drug. The company sponsoring the 
drug would then be able to conduct clinical efficacy studies. 
The cost of taking a new compound or herbal through the 
pipeline could be reduced to 1% or less of the current costs.

If it were possible to freely pursue alternative approaches 
to medicinal therapies that would include a healthy dose 
of preventive efforts, and include herbal and other supple-
ments, and also to develop and market new drugs at lower 
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costs, the entire crisis in healthcare costs could fade away. 
To restructure the current system will require formation of 
a coalition of the various groups involved in non-traditional 
approaches, as well as those opposed to the current drug 
regulatory process. These groups must pool their resources 
and efforts, join together and work with those members of 
congress interested in addressing the healthcare crisis to 
pass the appropriate legislation. If this happens we could 
see a new age of reduced healthcare costs coupled with 
improved health and longer more productive lives.

summAry oF Dr. DALE’s LEttEr to WiLLiAm FALoon

The FDA, Drug Companies and the medical community 
derive mutually rewarding financial and control benefits 
from the current system. The triumvirate seems deter-
mined to fight any changes that would jeopardize their 
respective positions.

The current system has proven to be ineffective and 
counterproductive. It fails to address prevention and seeks 
treatments rather than cures for diseases, treatments that 
are often more dangerous than proven alternatives.

The costs associated with the system do not afford pro-
tection of the public from dangerous drugs but simply 
serve to ensure control of the system by the large pharma-
ceuticals, the medical community and the FDA.

The system has and continues to cost the lives of over 
100,000 people per year in the USA.

The FDA, large drug companies and the medical com-
munity are the principal reason for the enormous health-
care costs that threaten the financial and physical health 
of the country.

While offering no solutions, the trio aggressively opposes 
freedom of individuals to pursue their own healthcare and 
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the dissemination of truthful non-misleading scientific 
information about alternative and traditional medicines.

The current FDA drug approval process is so outra-
geously expensive that it prevents all but the inner circle 
of large drug companies from developing new drugs as well 
as making it too expensive to demonstrate the value of tra-
ditional medicines not covered by patents.

rECommEnDAtions

�� Limit the FDA’s authority to monitoring the safety 
of food and delete all drug regulatory activities from 
their charter.
�� Ask the National Institutes of Health to establish 

a standardized series of toxicity studies with rela-
tive toxicity ratings from 1 to 10. All dietary supple-
ments and drugs would be required to be evaluated 
and rated by independent labs and marked on labels.
�� Let the FTC continue to judge whether the claims 

made for a product are properly substantiated.

BEnEFits

�� Reduced healthcare costs—through reduced devel-
opment costs of drugs and the use of alternative 
herbal and nutritional supplements.
�� Improved health through prevention of disease. 

This also reduces costs and improves the quality 
and length of people’s lives.
�� A greater number of innovative drugs made avail-

able at far lower costs addressing not only the major 
diseases, but the aging process itself.

Sincerely, 
Roderic M. K. Dale, PhD
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May 1999

the Plague of FDa 
regulation

Few people realize how long it takes before a scientific 
breakthrough turns into a life-saving therapy. The 
bureaucratic process is so burdensome that the total 

time from discovery to market approval has more than 
doubled since 1964, from 6.5 years to 14.8 years.1

One might think that this delay is at least providing 
Americans with safe medicines. The facts tell otherwise. 
This month’s issue exposes a drug-approval system rid-
dled with incompetence and corruption that results in the 
death of over 100,000 Americans every year from drugs 
the FDA says are safe. The current system provides a pro-
tected market for pharmaceutical giants who can afford to 
pay top dollar to get their drugs legalized in this country. 
As in any market that is artificially protected, innovation 
is stifled and the consumer pays a grossly inflated price for 
the final product.
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The United States government officially endorses unfet-
tered competition in the marketplace, yet when it comes 
to medicines, there is no free market. The revolving door 
between the FDA and multinational drug companies 
creates a system that excludes outsiders, and virtually 
ensures that Americans only have access to drugs guaran-
teed to make billions for large companies. The recent trend 
is for companies to develop “life-enhancing” drugs, such 
as Viagra®, at the expense of life-saving drugs that may 
return less profit. The FDA takes extraordinary steps to 
keep out foreign competition, even if the offshore drug is 
safer, cheaper, and more effective than its American coun-
terpart. The net result is that Americans pay the highest 
prices in the world for pharmaceuticals. At the same time, 
we suffer the highest rate of drug-induced adverse reac-
tions, in as much as deaths from prescription drugs are 
the fifth or sixth leading cause of death in the United 
States.2 Inflated prices for bad products reflect a system 
that is corrupt and must be changed if Americans are to 
live healthier and longer.

Drug manufacturers criticize the FDA for the delay 
and high cost of getting new drugs through the system. 
One statistic drug companies point to is that from 1977 
to 1996, they increased spending on new pharmaceuti-
cal compounds 15-fold, yet FDA approval of new drugs 
remained relatively flat.3 Additional problems cited by the 
drug industry include turnover of FDA personnel, limita-
tions of drug reviewers’ technical knowledge and commu-
nication problems between the FDA and the drug compa-
nies.4 However, large pharmaceutical companies are by no 
means innocent victims of FDA red tape.

All of this points to a bureaucratic quagmire that enables 
large drug companies to dominate the market, making it 
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far too expensive for smaller companies to compete. But 
in a deregulated market, where economic success is predi-
cated on a company developing effective products at a fair 
price, companies that make unsafe or ineffective products 
would be driven out of business, and Americans would 
soon gain access to more advanced medicines to prevent 
and treat the degenerative diseases of aging.
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September 1998

Life extension® vs. the 
FDa a Hollow Victory: 

Why the agency’s 
approval of ribavirin  

is inadequate

The us food and drug administration has just approved 
ribavirin for the treatment of hepatitis C. Ribavirin 
is a drug that could save about 5,000 lives a year. 

However, 60,000 hepatitis C victims already have died 
while waiting for this drug to be approved, and many more 
Americans will perish because the FDA has only approved 
it for limited use. This is not the typical story about the 
FDA being too slow to approve lifesaving drugs. The cir-
cumstances surrounding this drug include several criminal 
investigations, felony indictments, stock market manip-
ulation, squandered tax dollars, FDA agents traveling to 
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Europe, contamination of the nation’s blood supply and 
lots of dead Americans.

The events began in the early 1980s, at a Southern Cal-
ifornia research laboratory, where scientists began tak-
ing ribavirin themselves when they contracted the flu. In 
most cases, their flu symptoms disappeared within 24 to 
48 hours.

This was no ordinary research laboratory. It was partially 
funded by the Life Extension Foundation®, which meant 
that when the discovery was made, Foundation members 
learned about it quickly. In 1986, the Foundation recom-
mended that members with serious viral diseases travel 
to Mexico to buy ribavirin, or order it from offshore mail 
order companies. The FDA did not like this (and similar 
recommendations we made) and, in 1991, the Foundation’s 
officers were indicted on 28 criminal counts of conspiring 
to import unapproved drugs into the United States.

About the same time, the FDA also launched a criminal 
investigation against the New York Stock Exchange com-
pany, ICN Pharmaceuticals, that owned ribavirin, for the 
“crime” of promoting the use of ribavirin in adults. The 
FDA viewed this action as criminal because at that time it 
had approved ribavirin only to treat a viral infection that 
affects infants. Thus, ICN was charged with promoting an 
“unapproved” (for adults, that is) drug.

The FDA asked the Justice Department to impanel a 
federal grand jury to see if ICN officials should be charged 
with criminal misconduct. Shortly thereafter, the Securi-
ties and Exchange Commission also launched an investiga-
tion to determine if ICN had committed securities fraud by 
promoting ribavirin’s anti-viral effects.

To avoid a felony indictment and avert financial disaster, 
ICN entered into a consent agreement to stop promoting 
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ribavirin. The FDA scored a temporary victory by keeping 
ribavirin out of the hands of adults.

The FDA, however, was facing some serious problems of 
its own. Tens of thousands of Americans were contracting 
viral diseases from blood transfusions, and investigative 
reporters exposed the fact that the FDA had failed to pro-
tect the nation’s blood supply. Of course, the media failed 
to appreciate that the FDA had kept itself busy by conduct-
ing record-breaking numbers of raids against vitamin com-
panies, seizing personal-use shipments of drugs like riba-
virin in the mails, and trying to throw people in jail for 
selling ribavirin to adults.

Not only was the FDA failing to inspect blood banks, but 
it also was dramatically reducing the number of food safety 
inspections. Meanwhile, tens of thousands of Americans 
continued to die from viral diseases that ribavirin was cur-
ing in other countries.

During this entire period, studies were appearing in 
major medical journals showing that ribavirin is effective 
against a wide range of viral diseases. Health ministries 
throughout the world were approving ribavirin as a broad-
spectrum anti-viral drug. What made the FDA’s stonewall-
ing so serious was that there was no effective anti-viral 
drug approved in the US. Elderly people affected with 
influenza either got better on their own or died.

Influenza kills as many as 60,000 (mostly elderly) Amer-
icans in a bad year, and ribavirin stops many influenza 
viruses from replicating. While Third World countries were 
using ribavirin to treat their citizens infected with influ-
enza, hepatitis and other viral diseases, American citizens 
were dying from these same diseases.

The irony is that many hepatitis C patients contracted 
their disease from contaminated blood that the FDA was 
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supposed to have inspected. Rather than properly regu-
lating blood banks, FDA bureaucrats choose instead to 
squander the agency’s resources in an attempt to deny 
access to a drug (ribavirin) that could have saved the lives 
of hepatitis C patients.

Many of the hepatitis C patients who could have been 
saved by ribavirin are not dead yet, but their livers have 
suffered severe damage. While the FDA stonewalled the 
approval of ribavirin, these patients faced a significant 
risk of developing cirrhosis or liver cancer.

The Life Extension Foundation® never stopped inform-
ing its members about the anti-viral benefits of ribavirin. 
The criminal indictments against the Foundation’s offi-
cers were dismissed in 1995 at the request of the Justice 
Department, but the FDA continued to harass Americans 
who imported ribavirin for their own personal use.

In 1997, FDA agents managed to convince European 
health ministries to raid companies that were shipping 
ribavirin to Americans for personal use . . . even though 
ribavirin was approved for sale to European citizens. The 
Foundation responded by launching a massive communi-
cations campaign to inform the public that the FDA had 
taken draconian steps to deny hepatitis C patients access 
to a drug that was shown to be a highly effective treatment 
against the disease when combined with interferon.

The most significant study shows that ribavirin combined 
with interferon is 10 times more effective in treating hep-
atitis C than interferon alone. The FDA’s response was to 
instigate more raids against companies in Europe shipping 
ribavirin to Americans, thus condemning many hepatitis C 
patients to the permanent liver damage that often results 
in disability and death. (Do not use ribavirin to treat HIV 
infection. Ribavirin is not specific to HIV viruses.)
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The economic cost to the Foundation for fighting for the 
approval of this one drug was enormous. Full page ads were 
taken out in newspapers, thousands of press releases were 
sent to the media, and hundreds of thousands of first-class 
letters were mailed urging Foundation supporters to pro-
test the FDA’s actions. The Foundation went so far as to pro-
duce and repeatedly air a half-hour TV infomercial attacking 
the FDA for failing to approve ribavirin and other lifesaving 
drugs that were already approved in other countries.

After 12 long years of battling the FDA, and after the 
needless, premature death of hundreds of thousands 
of Americans, ribavirin was finally approved. There still 
remains a significant problem, however: The FDA has 
restricted the use of ribavirin (sold in the US under the 
name Rebetol®) only to chronic hepatitis C patients who 
first fail to benefit from interferon alone.

Approximately four million Americans are chronically 
infected with the hepatitis C virus, according to the Cen-
ters for Disease Control. The CDC has estimated that 20 
to 50 percent of chronically infected hepatitis C patients 
will develop liver cirrhosis, and 20 to 30 percent of those 
will go on to develop liver cancer or liver failure requiring 
a liver transplant. Hepatitis C infection contributes to the 
deaths of 8,000 to 10,000 Americans every year.

The FDA’s approval of ribavirin is a hollow victory. After 
battling FDA bureaucrats for 12 years, most Americans are 
still being denied access to this lifesaving drug. Some peo-
ple are actually applauding the FDA for approving ribavi-
rin so fast.

In December 1997, massive political pressure forced the 
FDA to put ribavirin on the “fast-track,” and seven months 
later, the FDA said that some hepatitis C patients can now 
use the drug legally. Somehow the hundreds of thousands 



Pharmocracy358 •

of Americans who died waiting for FDA approval of the 
drug were forgotten.

A study published in the April 15, 1998, issue of the Jour-
nal of the American Medical Association (JAMA) showed that 
toxic side-effects from FDA-approved drugs are the fourth 
to sixth leading cause of death in the United States. This 
shocking fact exposes the FDA’s failure to provide the pub-
lic with safe medicines. The FDA-induced delay in approving 
ribavirin is irrefutable proof that the “drug lag” is causing 
Americans to die. Why is this irrefutable? Because, while the 
FDA itself now says that ribavirin is effective, history shows 
the FDA intentionally denied this lifesaving medicine to the 
public, to the point of spending millions of tax dollars trying 
to incarcerate those involved in promoting it.

FDA actions (and inactions) contribute to more premature 
deaths in the United States than any other cause. The agency 
routinely approves deadly, dangerous drugs that kill Amer-
icans, while failing to approve safe and effective lifesaving 
drugs for patients suffering from life-threatening diseases.

Update

The FDA initially mandated that hepatitis C patients must 
first fail a grueling six month therapy period with recom-
binant interferon-alpha before they can try the ribavirin-
plus-interferon combination therapy that was proven to 
work 10 times better than interferon by itself. The maker 
of ribavirin petitioned the FDA to allow more hepatitis 
patients to have access to ribavirin. The FDA capitulated 
and eventually allowed ribavirin to be used earlier in the 
disease process.
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epilogue

Our government has no idea what’s destroying 
America’s healthcare system. I doubt any elected 
official understands more than five percent of 

what you have just learned in this book.
One reason our political leaders wallow in blind igno-

rance is that healthcare is only one of hundreds of differ-
ent issues they are responsible for.

The aggressive recommendations I have made for saving 
our nation from healthcare-induced insolvency are based 
solely on the factual data presented in these pages. The 
irrefutable fact is that radical overhaul of today’s broken 
healthcare system is essential if we are to save this coun-
try from economic insolvency. Band-Aid approaches are no 
longer an option.

Those who read the financial news will recognize some 
of the harsh realities. Heavily indebted federal, state, 
and local governments can no longer afford healthcare 
entitlements, nor can individuals pay for them out of 
pocket. The reaction of politicians and bureaucrats is to 
point fingers as to who should pay more and who should 
receive less. It is not mathematically possible, however, for 
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enough additional tax revenue to be collected, nor ben-
efits reduced, to resolve this impending crisis.

Congress must enact legislation to allow free market 
forces to drive down sick-care costs, better enable disease 
prevention, and facilitate rapid development of improved 
medical therapies. This is the only realistic solution!

rEButting thE nAysAyErs

Our healthcare system is like a country that has been 
invaded by a hostile foreign enemy. In order to successfully 
stave off an attack, there will inevitably be casualties, but 
that does not mean society should lie down and surrender.

To restore affordability, efficiency, and meaningful 
advancement to medical care, regulatory restructuring is 
mandatory—and there will be some casualties along the 
way. Analogous to the turmoil of the early 1980s when 
long distance phone calls were deregulated, there will be 
problems caused by regulatory restructuring (including 
deaths) that the news media will sensationalize.

But look at how fast telecommunications evolved—with 
technologies that would have been unimaginable prior to 
deregulation—and at a cost that has dropped so low that 
opening one’s monthly phone bill can be done without 
trepidation.

Once the beneficial impact of healthcare deregulation 
occurs, the rewards will be enormous. For instance:

�� Medical care will no longer be a major affordabil-
ity issue for government, business, or ordinary 
Americans.
�� Many common diseases today will be preventable, 

or at least postponed by decades.
�� Better treatments and outright cures will be discov-

ered for today’s killer diseases.
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rEguLAtory rEForm in A nutshELL

The regulatory restructuring required to reap these rewards 
is simple. Congress must pass laws that prohibit regula-
tory agencies (both federal and state) from taking enforce-
ment action that impedes competition, drives up costs, 
stifles innovation, chills free speech, grants privileges to 
certain groups that are denied to others, mandates gov-
ernmental approval or licensing, and creates wasteful and 
corrupt bureaucracy.

These seven fundamental changes to healthcare regula-
tion must by enacted into law to drive down medical costs, 
while creating a scientific renaissance across the broad 
spectrum that we define today as “healthcare.”

For example, the FDA should no longer be able to pro-
hibit the sale of any drug, device, or other product that 
has undergone scientific testing but has not been formally 
approved as safe and effective based on FDA’s current Byz-
antine standards, which as you have learned in this book, 
are an abysmal failure.

The FDA should also be prohibited from censoring claims 
about any food, dietary supplement, hormone, drug, 
device, or other product that is based on scientific study.

There is an important caveat. Liberating health sciences 
from today’s archaic stranglehold does not mean that fraud 
or overt criminal activity should be tolerated. The difference 
is that those engaged in real criminal activity, such as hiding 
the dangers of lethal drugs, will be prosecuted, as opposed 
to threatening walnut and cherry growers who make health 
claims about their food on a website.

Any product or claim not recognized by FDA should have 
a disclaimer stating, “This product or the health claims 
relating to this product are not approved or recognized by 
the FDA. Use this product at your own risk.”
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To ignite this revolution, which will spare us the agonies 
of healthcare’s financial collapse, we must first enlighten 
Congress to the absurdity of inane regulations that cause 
prescription drugs to be so outlandishly overpriced.

I ask each of you to log on to our legislative website at 
www.lef.org/lac to send your representative and two sena-
tors a letter that explains why drugs are so overpriced and 
how simple it is to enact legislation that will drive down 
drug prices by 80% or more. (A copy of this letter to Con-
gress appears in Appendix B of this book.)

Prescription drug deregulation is just one piece of regu-
latory reform that Congress must implement. The advan-
tage of making this the first counterattack against over-
regulation is that savings will manifest rapidly. This will 
provide real world substantiation for Congress to imple-
ment the other free-market solutions described in this 
book to resolve today’s healthcare cost crisis.

I hope that any rational individual who has read Phar-
mocracy will not let apathy stand in the way of politi-
cal activism. Please log onto www.lef.org/lac to demand 
meaningful change that will save Medicare, Medicaid, and 
this nation’s healthcare infrastructure from impending 
economic collapse.



363•

Appendix A

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.
The book you have just read presents factual and irrefut-

able logic to reform today’s broken healthcare system.
While Pharmocracy uncovers egregious FDA incompe-

tence and abuse, Congress is the body of government that 
provides FDA with enabling laws that ultimately result in 
needless suffering and death . . . while the nation descends 
into financial ruination.

Implementing the free-market approaches advocated in 
this book could spare Medicare and Medicaid from insol-
vency, while significantly improving the health and pro-
ductivity of the American public.

This book provides Congress with a rational basis to 
remove the suffocating compulsory aspect of healthcare 
regulation and allow free-market forces to compete against 
government-sanctioned medicine.
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We believe if enough constituents send Pharmocracy to 
Congress, members of the House and Senate will be forced 
to read it and recognize the obvious free-market solutions 
to today’s healthcare cost crisis.

For assistance in sending a copy of Pharmocracy to your 
Congressional representatives call 1-800-544-4440 or log 
on to www.LifeExtension.com/congress.
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Appendix B

Send a Letter to Your 
members of congress

This letter may be copied from this book, or automati-
cally sent to your members of Congress by logging on 

to www.lef.org/lac.

The Honorable ___________ 
Washington, DC

Dear ______________,

Enclosed are introductory chapters from a book called 
Pharmocracy that reveal how Congress can amend the law 
to resolve today’s healthcare cost crisis and spare Medicare 
from insolvency.

As a first step, I urge you to introduce legislation that 
will enable GMP-certified manufacturing facilities to pro-
duce generic prescription drugs that do not have to 
undergo the excessive regulatory hurdles that force con-
sumers to pay egregiously inflated prices for generic drugs.
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The cost of prescription drugs is a significant contribut-
ing factor to today’s healthcare cost crisis, a problem that 
threatens to bankrupt consumers and this nation’s medi-
cal system. Passage of this common-sense legislation will 
quickly slash the cost of generic drugs so low that consum-
ers could obtain them for less than what their co-pays cur-
rently are. This will save governmental and private health 
insurance programs, and ultimately consumers, enormous 
amounts of money.

Please don’t be influenced by pessimistic alarmists who 
claim that less regulation automatically means more dan-
gerous drugs. These kinds of scare tactics have been used for 
decades to force Americans to pay outlandish prices for their 
medications. And please don’t be influenced by pharmaceu-
tical lobbyists, who will do and say anything to protect their 
virtual monopoly over generic drug manufacturing.

The bottom line is that we as a nation can no longer afford 
to be bound by today’s inefficient regulatory system that 
artificially inflates the cost of our prescription medications. 
The money is no longer there to support this bureaucratic 
morass, and you know that as well as anyone.

Kindly let me know how you plan to implement legisla-
tion that will help save this country from horrifically over-
priced prescription drugs.

Sincerely,

Name: _______________
Address: ________________
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Why You Should Join the 
Life extension Foundation®

The Life Extension Foundation® is the world’s largest 
anti-aging medicine organization. Since 1980, this 

non-profit group has uncovered validated methods to slow 
premature aging and treat degenerative disease.

A review of Life Extension’s  31-year track record (www.lef.
org/track) reveals it is decades ahead of mainstream medicine 
in identifying safer and more effective medical treatments.

Life Extension’s  expertise in combating difficult-to-treat 
diseases gives it unique insight into what’s wrong with 
today’s broken healthcare system and enables it to iden-
tify the common-sense solutions you have learned about 
by reading this book.

For over thirty years, the Life Extension Foundation® has 
exposed how over-regulation in the United States causes 
lifesaving medications to be delayed, or suppressed alto-
gether. Life Extension has shown how this translates into 
extortionist costs to consumers, who are forced to overpay 
for what are often dangerous FDA-approved therapies.
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It is vital that those who understand the urgent need 
to enact radical healthcare reform join the Life Exten-
sion Foundation®. There are over 170,000 individual Life 
Extension® members, along with millions more who read 
the monthly Life Extension Magazine®.

As a member, you can participate in the raging battle 
between vested interests that want to maintain their gov-
ernment-protected monopolies and those who recognize 
that meaningful free-market reform is the only way of 
keeping this nation from sinking into an economic abyss.

It costs $75 to become a Life Extension® member. Most 
join because they want to personally avail themselves of 
novel methods to protect their precious health. People also 
know that their membership dues and product purchases 
support scientific research aimed at finding cures for killer 
diseases and reversing the aging process.

You have just learned what changes are needed to spare 
the United States from financial insolvency. Your member-
ship is vital because it is Life Extension® that is leading the 
charge against an entrenched medical establishment that 
will do virtually anything to prevent the free market from 
resolving today’s healthcare cost crisis.

To join, call 1-866-580-8923, and mention code HCB—
or visit www.lef.org .
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