Fearl ess International (FRLE) $0.19

Fearless International Inc., a |uxury performance boat nanufacturer

has been the focus of the nedia for the |last several nonths in nagazine
such as GQ Tine, Bloonberg Markets, Maxim and over 20 others

According to TIMg, "Wen a conpany bold enough to call itself

Fearl ess Yachts splashed onto the | uxury-boat market, it drew
considerabl e attention. Collaborating with Porsche Design Studi o/ Austria
on a series of high-style, high-perfornance yachts, the brand unveil ed
its first nodel, the Fearless 28, in February." Since its rel ease,

Fearl ess Yachts has taken orders for nore than 33 Yachts bringing nore
than $10 MIlion in sales and put the production facility at 75% capacity.

Top 5 Reasons To Consi der Fearl ess Yachts:

1: Already $10, 000,000 In Sales Since First 7 Mnths.

2: First of a 5 yacht series had huge response fromthe narket.

3: Next yacht designs have been rel eased and Debut is in Mam in February
4: Conpany set to begin international nmarketing.



They’' re serving industry rather than the public.

The FDA Exposed: An Interview Wth Dr.

Regardi ng the determ nation of drug effectiveness, | think the FDA does a pretty
good j ob.

There is nothing lifesaving there.

MANETTE: Do you think we should have any confidence in the FDA and if so, can y

ou el aborate on what they do that you feel benefits the American people?

There is nothing lifesaving there.

MANETTE: And what about those new drugs?

Cearly Vioxx was the problem

First, | would separate safety and post-marketing fromthe pre-narketing.

Rarely will they keep a drug from being marketed or pull a drug off the market.



The peopl e who approve a drug when they see that there is a safety problemwth
it are very reluctant to do anything about it because it will reflect badly on t
hem

I have never seen hi m happier or healthier

The FDA has never |ooked at benefit.

"That's all it ever is with ne," Wagner said.

To preenpt that, he offers ne this job, which basically would have been exile to
a fancy title with no real ability to have an i npact.

If the benefits aren’t there we shouldn’t be having discussions about |abeling t
he drug.

We see wonderful ads of people denonstrating their health, whether they' re skati
ng across the ice or doing their Tai chi

A very small proportion of drugs represent a new drug that hasn’t been narketed
bef or e.

What we want in the end are drugs that actually have better benefit.

I woul d recommend several changes

The right thing to do woul d have been to pull the high dose off the market becau
se there is no benefit for short-termrelief of acute pain that exceeds this ris
k

Aneri cans and Congress shoul d be scream ng bl oody nurder

This is the first tinme that ny job was actually in jeopardy and where the FDA ac
tually intended to fire ne.

MANETTE: How do you cope with that going to work each day?

They need to have larger clinical trials.

They can have sone confidence because it turns out that nost drugs are renarkab
y safe.

The assunption is that the drug will be no different than the sugar pill.

You could eat off the ground on that property.

They’'re hoping that 1’1 just becone very frustrated and disillusioned and | eave
or that I'Il slip up in sone way so that they can take sone sort of action aga
nst nme.

Unfortunately, that is the way the FDA is currently structured.

There is nothing new

The culture also views industry as the client.

Sunday nmarked the first tine he held the lead entering the final round of the to
ur nanent .

| knew that was not a sustainable argunent.

|"ve been very fortunate.

Basically, | feel like I'min the Gl ag.

"Attacking the health and welfare of those aninals is a direct attack on nme, and
my credentials are inpeccable," said D nnes.

This guy has told the truth.

Drug safety is about five percent.

Graham it's truly a pleasure to have the opportunity to interview you

|"ve been very fortunate.

This was a conspiracy and it was coordinated and there was col | aborati on anbong s
enior |level FDA officials.

Most of them aren't breakthroughs and nost of themaren't |ifesaving, but they g
et treated as if they were

Cearly Vioxx was the problem

Most often, they'll conpare the drug agai nst sonething called a placebo or a sug
ar pill.

|"ve been there with himbefore, through tines when | failed to get a check ont
i me, but they never, ever stuck ne, and | was assured they never woul d again.

It was witten, perforned, and paid for by industry.

- Mail Search: Al News Yahoo!

MANETTE: Al |l of these attacks backfired on them

"I think I just kind of changed ny attitude toward the gane,

This is an inherent conflict of interest.

Graham it's truly a pleasure to have the opportunity to interview you

he said.



It’s not a vendetta agai nst any particul ar drug conpany.

There is nothing innovative.

The Doctor al so responded to an investigation into the welfare of aninmals at the
ranch by the U.

GRAHAM  In a perfect world, | think the FDA would need to be restructured.

On the pre-marketing side, the FDA needs to pay greater attention to safety.
I"mlooked up to by the scientific staff because of that expertise.

GRAHAM  As currently configured, the FDA is not able to adequately protect the

Aneri can public.

It lowers your blood pressure and they have all these glitzy ads, direct-to-cons

urmer adverti sing.

Haas, who was in second after three rounds, also had his run at the chanpi onship
end on a doubl e bogey.

Want stories like this e-nmailed to you?

Actual |y, Senator Grassley and Dodd have recently introduced legislation to crea

te an independent center for post-marketing safety that would serve to protect t
he Anerican peopl e fromunsafe drugs.

They know that they’re vul nerable.

He just went directly to the Lancet.

I"ve had a very different experience.

This intimdation took several forns.

| can talk in nmy private capacity, but |I can't talk about material that would be
confidential .

| can’t afford to nake any m stakes.

Al'l they focus on is efficacy.

MANETTE: How do you cope with that going to work each day?

The culture also views industry as the client.

Tom Devine, as he said publicly, was very interested in doing the right thing.

When a serious safety issue arises at post nmarketing, the inmrediate reaction is

al nrost al ways one of denial, rejection and heat.

These benefit anal yses should be done as a matter of routine.

|"ve been pretty fortunate in that way.

It’s a misperception that our |awrakers in Congress have as well and they’ve bee
n fed this line by industry.

Does the drug work or not?

They're really proud of the fact that |I’'ve said it and they're not afraid to be
seen with ne.

They flunked every test and | passed every test.

"M chael Jackson is pleased to announce that Jay-Z, Mariah Carey, Mssy Elliott,
R

The FDA doesn’t really care about that.

Access Error Headline functionality has been disabled fromyour intranet.

This interviewis reprinted here with pernission fromDr.

Let ne begin by asking you how | ong you’ ve been with the FDA and what your curre
nt position is?

The drug might |ower your blood pressure by just a fewnmllinmeters of nercury, b
ut the FDA will say we can approve it because it does |ower your blood pressure.

A very small proportion of drugs represent a new drug that hasn’t been narketed

bef or e.

What they’ve done is call ne nanes.

Yes, drugs cause a lot of harm

He sai d confidence has hel ped himturn his gane around.

I"mjust a scientist doing nmy job and | have to |l eave the rest to God to protect
ne.

GRAHAM It’'s a nyth that is pronulgated not only by industry but also by the FD

Aitself.

Does the drug work or not?

I ndustry is our client.

Access Error Headline functionality has been disabled fromyour intranet.



It’s a misperception that our |awrakers in Congress have as well and they’ve bee
n fed this line by industry.

The quarter-acre site, which holds two villas and a plot of land, is runoured to
be his new honme according to contactnusic.

This is no outside critic, either: these are the words froma top FDA enpl oyee w
ho has worked at the agency for two decades.

That story is entirely fal se

You have to go through the chain of command and if sonebody up above you says th

at they want things done in a particular way well, they want it done in a partic
ul ar way.

This was a conspiracy and it was coordi nated and there was col |l aboration anbong s
enior |level FDA officials.

Canpbel | first took the | ead Sunday w th back-to-back birdi es on Nos.

The bl ood thinner Counmadin is another exanple.

"The veterinarian wanted to clarify that the lawsuit was not hing personal agains

t Mchael, and that he’'s glad that it has been settl ed.

A very small proportion of drugs represent a new drug that hasn’t been narketed
bef or e.

I"ve helped to get ten different drugs off the narket, and they're fromten diff
erent drug conpani es.

For the Anerican people, it's dropped off the radar screen

I"ve had a very different experience.

Regardi ng the determ nation of drug effectiveness, | think the FDA does a pretty
good j ob.

A Californian Judge allowed the questions to be asked in London at attorney’'s re
quests.

Haas, who was in second after three rounds, also had his run at the chanpi onship
end on a doubl e bogey.

"Attacking the health and welfare of those aninals is a direct attack on nme, and
my credentials are inpeccable,”" said D nnes.

The FDA Exposed: An Interview Wth Dr.

He just went directly to the Lancet.

To preenpt that, he offers ne this job, which basically would have been exile to
a fancy title with no real ability to have an i npact.

Did you see the disaster coning?

Today, M chael’'s publicist, Raynone Bain, has issued a statenment on his behal f.

W settled it," said attorney Brent Ayscough, who represented Mchael in this ca

se.

Canmpbel I was anong six golfers who held or were tied for the | ead Sunday at Anna
ndal e CGolf d ub.

This is the first tinme that nmy job was actually in jeopardy and where the FDA ac

tually intended to fire ne.

For nost of these drugs it’'s nore belief.

|"ve been there with himbefore, through tines when | failed to get a check ont
i me, but they never, ever stuck ne, and | was assured they never woul d again.

But it’'s the sane drug and we al ready know about the safety of the drug.

I"mjust a scientist doing my job and | have to |l eave the rest to God to protect
ne.

The incentive is to review and approve the drugs as quickly as possible, and not
stand in the way of profit-naking.

But |’'ve been a target of retaliation in the past.

The drug might |ower your blood pressure by just a fewnmllinmeters of nercury, b
ut the FDA will say we can approve it because it does |ower your blood pressure.

MANETTE: And what about those new drugs?

We see wonderful ads of people denonstrating their health, whether they' re skati
ng across the ice or doing their Tai chi

If you are the system adninistrator, please click here.

Lots of patients and lots of doctors will use that nedication

They need to have larger clinical trials.



It was with his business people.

Canpbel | first took the | ead Sunday w th back-to-back birdi es on Nos.

Sunday nmarked the first tine he held the I ead entering the final round of the to
ur nanent .

Kelly, Weclef Jean, Lenny Kravitz, Lauren Hll, Mary J.

Most often, they'll conpare the drug agai nst sonething called a placebo or a sug
ar pill.

The tines when |’ve done the benefit analysis, |’'ve been chastised, criticized a

nd suppressed by the FDA

They shoul d be screani ng because this can happen again.

Br anshaw was done in by a doubl e bogey.

The tournament wasn't decided until the final two hol es.

Basically, | feel like I'min the Gl ag.

- Chad Canpbell righted his listing gane Sunday with a one-stroke victory over J

ohnson Wagner in the Viking Cassic, making two birdies on his |last three hol es

to wn.

MANETTE: When did that go into effect?

"I finally started believing that | deserve to be out here and |'’mplaying |ike
it, soit’s nice.

Your Source for cycling tour

Tell us alittle bit about that.

For exanple, we know that drugs for diabetes can | ower your bl ood sugar

We see wonderful ads of people denonstrating their health, whether they' re skati
ng across the ice or doing their Tai chi

The FDA cooperates with that nandate.

Ask the FDA to produce its benefit analysis that shows that the benefits exceed

the risks.

com AP Phot o: Chad Canpbell holds the trophy after winning the Viking Classic in
Madi son, M ss.

Canpbel I was anong six golfers who held or were tied for the | ead Sunday at Anna
ndal e CGolf d ub.

Cearly Vioxx was the problem

I would create a separate center for product safety.

They flunked every test and | passed every test.

GRAHAM  As currently configured, the FDA is not able to adequately protect the

Aneri can public.

Can you explain what you neant by that?

However Ayscough cl ained M chael never paid the full bill as sone itens were

t what they were represented to be.

com NHL Pl ayoffs Tickets NHL Tickets available online at Ti cket sNow.

It works on what's called efficacy.

The FDA assunes the drug is safe and nowit’'s up to the conpany to prove that th

e drug isn't safe.

"W resolved the lawsuit over the weekend.

These peopl e were posing as whi stl ebl owers thenselves ratting on another whistle
bl ower.

The tines when |’'ve done the benefit analysis, |’'ve been chastised, criticized a
nd suppressed by the FDA

Parts of this interview also appear in Dr.

GRAHAM It’s a nyth that is pronulgated not only by industry but also by the FD

Aitself.

"I finally started believing that | deserve to be out here and |’mplaying |ike
it, soit’s nice.

I"mjust a scientist doing nmy job and | have to |l eave the rest to God to protect
ne.

Ask the FDA to produce its benefit analysis that shows that the benefits exceed

the risks.

I ndustry is saying there are all these lifesaving drugs that the FDA is slow to

approve and people are dying in the streets because of it.

Canpbel | first took the | ead Sunday w th back-to-back birdi es on Nos.

no



Canpbel I was anong six golfers who held or were tied for the | ead Sunday at Anna

ndal e Golf d ub.

I would create a separate center for product safety.

Regardi ng the determ nation of drug effectiveness, | think the FDA does a pretty
good j ob.

It’s a misperception that our |awrakers in Congress have as well and they’ve bee

n fed this line by industry.

I"ve helped to get ten different drugs off the narket, and they're fromten diff

erent drug conpani es.

First, | would separate safety and post-marketing fromthe pre-narketing.

Qbvi ously he had been tipped off by people in the Senate Finance Conmittee who a
re synpathetic to the FDA's status quo that | was going to be called as a wtnes

s.

It might also call into question why they approved the drug in the first place.

This high-level FDA official never talked to ne about this allegation
Recommended by AdansLearn noreE-mail newsletter software for your websiteNewsTar

get runs on Enmil Marketing Director fromArial Software.

MANETTE: How do you cope with that going to work each day?

"W resolved the lawsuit over the weekend.

The clinical trials that are done are too snmall, and as a result it's very unusu
al to find a serious safety problemin these clinical trials.

This was a conspiracy and it was coordinated and there was col | aborati on anbong s
enior |level FDA officials.

There is nothing new

They're not afraid to work with ne.

Whonever these individuals are who are intent on disseninating false infornation
t hroughout the nedia regarding M.



