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‘Soup’ therapy p
oo o =« 81 Treatment touted as surgery alternative

o me——— -amid effectiveness and legal concerns -

knees, elbows,
hips, necks and

more.

“Traditional
medicine and

For a minimum price of STEM CELLS H&noﬂ o

of The Soup’s manufacturer,
It's called “The Soup” — a mix- ™A1

ture of human cells that includes Wl%n Eﬂm:ﬂauﬁﬂn:;ﬂ.&
stem cells derived from a pa- be l:Enﬂ:EE-nw erapy really
tient's own fat. If it works the way pn.-_ v g a

‘they hope, The Soup can help re- It's an exploding field. Just a

injuries that otherwise might
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STEM CELLS AMD SFORTS

Combo of cells _.22_:.__ .__.m:_._ﬁ_.a to surgery

» CONTINUED FROM "<

few years old, IntelliCell's tech-
nology already has served various
active and former pro athletes,
including Merril Hoge, a former
NFL player who says he was
blown away by how quickly his el-
bow injury healed after being
treated last year. James Andrews,
the most prominent sports doc-
tor in America, even agreed to
serve as a consultant to the com-
pany and was issued 18 million
shares in company stock as com-
pensation, according to recent
ent filings.
nﬂuﬂﬂ_ﬂn_.....u the catch: Nobody
knows if this type of treatment
really works or if it's even legal
under US. Food and Drug Ad-
ministration (FDA) rules, accord-

ing to experts consulted by USA

TODAY Sports. The same can be
said about a rapidly increasing
number of American clinics that
have been offering stem cell ther-
apies to help a wide variety of
health concerns, ranging from ar-
thritis to Alzheimer’s disease.

Stem cell clinics in the USA
have quadrupled in the last five
years to nearly 200, according to
an estimate by Paul Knoepfler, a
stem cell expert at the University
of California-Davis,

*It really does feel like a big ex-
periment, and people are paying a
lot of money to _u_n part n_q ..._pF
Knoepfler said.

The sports clientele is a driving
factor, along with Baby Boomers
looking for alternatives to sur-

USA TODAY
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Steven Victor, founder of IntelliCell BioSciences, harvests adipose tissue from a patient at ReGen Medical in New York.



" “As the number of professional
athletes getting stem cell treat-
ments continues to c¢limb .. 1
think the number of ordinary
people is likely going to continue
to climb, too,” Knoepfler said.

Such growth is a concern, ex-
perts say, because the market for
these clinics appears to have
rocketed beyond the boundaries
of government regulation and es-
tablished science.

Take IntelliCell, for example.
The companys recent history
shows the risks of operating in
thiz vast new medical frontier,
where the law has been vague and
treatments haven't been scientifi-
cally proved.

In March 2012, the FDA lssued
a warning to Victor, saying Intel-
liCell's product violated the law
and should be considered a new
drug — a designation that would
require long and expensive clini-
cal trials to determine whether
its safe and effective for public
consumption.

Pormer IntelliCell employees
also recently filed two federal
lawsuits against the company, ac-
cusing Victor of making false
statemeants about his product and
manipulating data to boost its
prospects — accusations he says
are bogus.

to protong thelr careers.

Purita declined to name the
NFL player who received treat- -~
ment in July. Many of them have
wanted to keep such treatments 8
secret, largely because team man-
agement might disapprove of
such alternative medicine.

*This can affect their contract
negotintions and all kinds of
things, and so some guys come
without the team even _59(_._%
Purita said. “They don't want
team to know, so we just kind of
keep it quiet.”

Victor says his sports clients
also didn’t want to be named but
adds that teams have become
more accepting of this treatment
in recent years. IntelliCell's list of
medical advisers inchudes doctors

agreement that | wouldn't do that
anymore in the United States”
Willinms said.

He says the FDA had an issue
with him using fat-derived cells
for these purposes.

“We were doing the same thing
everybody else was doing I
think,” Williams said, referring to
similar clinics using fat-derived
stem cells. “Tt's just that we be-

York Rangers and Andrews, who came kind of known a little more
had planned to use the IntelliCell quickly than some of these other
product at a lab in Florida. An- clinics”

drews didn't return several mes- The FDA declined to comment

on the case, leaving questions un-

sages seeking a comment.
answered about how this clinic

He and others have said they

think cellular therapy is the cut- was mani stem cells dif-
nﬁ&ﬁ&-ﬂ:—aﬂﬁi- ferently than US. clinics
way to avoid surgery and heal that offer similar fat-derived stem
faster more naturally, _.—nnn the cell treatments.

former back, says a liga-

ment in his nﬂgig ‘1 CAN'T DEFINITELY SAY"

torn but healed in six weeks after McClain isn't the only athlete

recelving IntelliCell's stromal

i:nﬁsﬁlu_.ﬂaﬂﬂ.n:ﬁa

E_.nﬂn.n_.n.ns._n._n#mu?

“If you look at other (stem cell
clinics), they're kind of winging
it" said Victor, a cosmetic derma-
_n_an and self-described mad
uﬂ_ﬂ..n_hr “They .__....z.__ really fol-

tific name of The Soup. E_u_._n_ﬁunw_...ﬁﬂ_..

After fat tissue was extracted Former pitcher C.J. Nitkowski
from his side in New York, sound says he paid about $2,200 to get
waves were used to separate the an injection of his own fat- and
cells from the fat. The cells were bone marrow-derived stem cells
injected into his elbow ina bid to  at Purita's clinic in 2011. In an ef-
help it regenerate and heal. fort to revive his career, he also

“Stem cell therapy is your body used other treatments involving
healing yourself” Hoge said. “For platelet-rich plasma from the

me, it worked out beautifully, and blood, along with aggressive

1 avoided a surgery. I avoided a  shoulder rehabilitation.
six-month process. I was *I tell people that the combina-
completely better in six weeks EREEEEEE

ing the ability to pitch again.”
Nitkowski said. “I can’t definitely

versus six months”

its such a :._i-_.&l

g!?#dgun field, it's hard to
tell who's right, what works and
what doesn't.

_.F.__% E.Frn:_nﬂnﬂﬂn.

but you'll find no shortage of peo-
nle that debate it~

n—l_n n_u____-_.. heal

complicated. ... There's a lot that
we don't know about this area of
biclogy. 1t's why it's a hot research

N . : L ¥ e, 1=19
ty e T s 3 up-  area It's a new frontier. We know

that there’s a lot of interesting,

yuvendiin, but wk'the ° " potentially beneficial work to be
._.L.;....___.:_,,__“..,L..,%R_wcﬁigu..%zn_:ﬂ

We don’t know enough.”

MANIPULATING GAME
The kinds of stem cells being of-
fered in US, clinics these days are
different from other, more con-
troversial types of stem cell treat-
ments that have been In the news
in recent years. These aren't stem
cells that come from embryos or
the kind that hockey great Gordie
Howe received in Mexico after
suffering a stroke: stem cells that
were derived from a fetus and an-
other person's bone marrow,

Instead, these US. clinics are
offering autologous stem cells —
stem cells that come from an
adult patient's own body, usually
bone marrow or fat, and are rein-
serted into the same patient to
help regenerate and heal the
body. Such sutologous cells aren't
OK for clinics to use in the USA if
th been more than “mini-

manipulated.”

This term is critical. After be-
ing taken out of the body, US
clinies typlcally use a centrifuge

concentrate the cells.

*That's the whole crux of the
matter,” Purita said. “What is
minimal manipulation?

If the cells are more than mini-
mally manipulated, the treatment
is going beyond FDA regulations
and should be regulated as a new
drug candidate,

Some clinics that clearly ex-
ceed the manipulation threshold
operate In r countries in-
stead.

In 2011, NFL quarterback Pey-
ton __..E_E:zn :.d_.__ﬂ E mEd_ﬂn E.

=Ll

publicly 3.._:._._»55..._ on this
treatment, and it's not clear how
well it worked because he later

concerns. They also say process-
ing that isolates cells from fat Hs-
sue is "generally considered more
than minimal manipulation.”

The guidelines even say stro-
mal vascular fraction cells — like
those used by IntelliCell — in-
volve processing that mn_._n_.#:%_
exceeds minimal manipulation.

“It seemed like a warning sho
to the clinics,” Knoepfler said. u

Yet there's time and room fo
debate. Victor says his company
doesn't “use anything but sound
waves and water” and thinks his
process does not violate regula-
Hons. .

“Whether it's a drug or a cel
from your own body under mini'
mal manipulation, that's a lony
debate we're going to have” h
said. “It'’s a scientific debate and ¢
regulatory debate that’s going ta
go on for who lmows.”

Purita says fat-derived stem
cells are “old technology” and he |
“doesn’t have any fights with the
FDA" He's instead using other
cells, including those derived
from bone marrow.

The FDA says there was no
time frame to finalize these
guidelines.

“This is o complex issue, and

the agency needs to carefully
consider all comments and the

-or-other-methods—to-purify and—developing science prior-to-finad-—

izing this guidance,” the FDA said
in m written statement.

WHAT'S LEGIT AND NOT?
In the meantime, the industry
might continue to grow as the de-
bate rages about whether it really
works and whether it should be
subject to more oversight.
IntelliCell's Victor thinks his
Soup will be allowed but ..o&nﬂ.
other clinics will be banis
cause they are not registered _a_E..
the FDA to manufacture cellular
_“__En_._ﬂ..

se of

_..u_u .EEE the al-j.ﬂ
ments are safe, sterile HE subject
to inspection.

Victor says IntelliCell regis-
tered its lab with the FDA. pnart of
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