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T
reatm

ent touted as surgery alternative 
- am

id effectivenessand legal concerns 
B

re
n

t fich
ro

te
n

b
o

cr 
(aSchrotenhier 
USA TO

DAY Spans 

P
br 

a 
m

inim
um

 
price 

o
f 

$15,000, several professional ath-
letes recently received a curious 
new

 m
edical treatm

ent ha N
ew

 
Y

ork. 
It's called "T

he S
oup" —

 &
m

ix-
ture o

f hum
an cells that includes 

stem
 cells derived from

 a pa-
dent's ow

n fa
t If It w

orks the w
ay 

th
y
-h

o
lm

 T
h

e
 S

oup m
a

i*
 

re
-

pair injuries that otherw
ise m

ight 
require 

surgery 
—

 
dam

aged 

• 

knees, 
elbow

s, 
hips, necks and 
m

ore. 
"T

ra
d
itio

n
a
l 

m
edicine 

and 

S
T

E
M

 C
ELLS 

traditional 

A
N

D
 S

P
O

R
TS 

=
fo

r
d: lo

tnootf 
patients," 

said 
S

teven V
ictor, founder and chair-

m
an o

f T
he S

oup's m
anufacturer, 

IntelitC
ell 

ftioS
ciences 

"T
his 

kind o
f cellular therapy can really 

be a savior to them
!' 

It's an exploding field. Just a 
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Com
bo of cells potential alternative to surgery 

C
O

M
M

U
M

M
O

IS
 

few
 years old, IntelliC

ell's tech-
nology already has served various 
active and form

er pro athletes, 
including M

erril H
oge, a form

er 
N

FL
 

player 
w

ho 
says 

he 
w

as 
blow

n aw
ay by how

 quickly his el-
bow

 
injury 

healed 
after 

being 
treated last year. Jam

es A
ndrew

s, 
the m

ost prom
inent sports doc-

tor in A
m

erica. even agreed to
 

serve as a consultant to
 the com

-
pany and w

as issued 18 w
dthon 

shares in com
pany stock as com

-
pensation, 

according 
to

 
recent 

governm
ent filings. 

B
ut here's the catch: N

obody 
know

s if this type of treatm
ent 

really w
orks o

r If it's even legal 
under U

.S. Food and D
rug A

d-
m

inistration (FD
A

) rules, accord-
ing to o

lle
rts

s
o

n
s
u

lla
b

rila
 

TO
D

A
Y

 S
ports. T

he sam
e can be 

said about a rapidly increasing 
num

ber of A
m

erican clinics that 
have been offering stem

 cell ther-
apies to help a w

ide variety of 
health concerns, ranging from

 ar-
thritis to A

hheim
er's disease. 

Stern cell clinics in the U
SA

 
have quadrupled in the last live 
years to nearly 200, according to

 
an estim

ate by P
aul K

noepfler, a 
stem

 cell expert at th
e U

nivenity 
of C

alifornia-D
avis. 

'It really does feel like a big ex-
perim

ent, and people are paying • 
lot of m

oney to
 be part of tid

e
 

K
nt

rsaid
T

he sports clientele is a driving 
factor, along w

ith B
aby B

oom
ers 

looking for alternatives to sur-
ge-U

s—

M
O

 w
a
tt 

W
A
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O

K, V
O
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S
teven V

ictor. fo
u

n
d

er of in
tellifell B

ioS
cience,. 

c.t..id
ip

o
m

. 
i-su

e fr 
a p

atien
t at tteG

en M
edical in N
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 Y
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`A
s the num

ber o
f professional 

athletes getting stem
 cell treat-

m
ents co

n
tin

u
a
 to clim

b ... I 
think 

the num
ber o

f ordinary 
people is likely going to continue 
to clim

b, too? K
noepfler said. 

S
uch grow

th is a concern, ex-
p
e
rt say, because the m

arket for 
these 

clinics 
appears 

to 
have 

rocketed beyond the boundaries 
o
f governm

ent regulation and es-
tablished science. 

Take IntelliC
ell, for exam

ple. 
T

he 
com

pany's 
recent 

history 
show

s the risks o
f operating in

 
this vast new

 m
edical frontier, 

w
here the law

 has been vague and 
treatm

ents haven't been scientifi-
cally proved. 

In
 M

arch 2012, the F
D

A
 Issued 

a w
arning to V

ictor, saying In
te

l-
liC

ell's product violated the law
 

and should be considered a new
 

drug —
 a designation that w

ould 
require long and expensive clini-
cal trials to determ

ine w
hether 

it's safe and affective fo
r public 

occaum
ption. 

F
orm

er In
te

lliC
e
ll em

ployees 
also recently filed 

tw
o 

federal 
law

suits against the com
pany, ac-

cusing V
ictor 

o
f m

aking 
false 

statem
ents about his product and 

m
anipulating data to boost its 

prospects —
 accusations he says 

are bogus. 

to p
a
lin

g
 their careen. 

P
urita declined to nam

e the 
N

F
L
 player w

ho received treat-
m

ent in
 July. M

any o
f them

 have 
w

anted to keep such treatm
ents 

secret, largely because team
 m

an-
agem

ent 
m

ight 
disapprove 

o
f 

such alternative m
edicine. 

-T
his can affect th

e
ir contract 

negotiations 
and 

a
ll 

kinds 
o
f 

things, and so som
e guys com

e 
w

ithout the team
 even know

ing," 
P

urita said. 'T
hey don't w

ant the 
team

 to know
, so w

e Just kind o
f 

keep it quiet? 
V

icto
r says his sports clients 

also didn't w
ant to

 be nam
ed b

u
t 

adds 
that 

team
s have 

becom
e 

m
ore accepting o

f this treatm
ent 

in
 recent years. IntelliC

ell's list o
f 

m
edical advisers includes doctors 

for 
the O

akland R
aiders, N

ew
 

Y
ork R

angers and A
ndrew

s, w
ho 

had planned to use the IntelliC
ell 

product at a lab in
 F

lo
rid

a
 A

n-
drew

s didn't return several m
es-

sages seeking a com
m

ent. 
H

e and others have said they 
th

in
k cellular therapy is the cut-

tin
g

 edge o
f sports m

edicine, a 
w

ay to
 avoid surgery and heal 

faster m
ore naturally. H

oge, the 
form

er running back, says a liga-
m

ent in
 his rig

h
t elbow

 w
as 60%

 
to

rn
 b

u
t healed in

 six w
eeks after 

receiving 
strom

al 
--bfeanw

itliedireartelal-problem
s—

vascularfeaction 
have increased Last year, Intent- 

tific nam
e o

f T
he S

ouµ 
C

ell —
 w

hich is publicly traded —
 

A
fte

r fat tissue w
as extracted 

fro
m

 his side in
 N

ew
 Y

ork, sound 
w

aves w
ere used to

 separate the 
cells from

 the fa
t T

he cells w
ere 

injected in
to

 his elbow
 in

 a b
id

 to 
help it regenerate and heal. 

'S
te

m
 cell therapy is your body 

healing yo
u

rse
lf; H

oge said. 'F
o

r 
m

e, it w
orked o

u
t beautifully, and 

I avoided a E
m

e
ry. I avoided 

six-m
onth rehab process. I 

w
as 

com
pletely better in

 six w
eeks 

versus six m
onths? 

reported an accum
ulated deficit 

o
f $64 m

illion. 
Yet V

ictor Isn't backing dow
n. 

U
nlike 

other 
cellular 

therapy 
clinics, V

ictor says his com
pany is 

doing things the right w
ay, ac-

cording to the law
, because his lab 

is registered w
ith the F

D
A

. 
;If you look et other (stem

 a
ril 

clinics), they're kin
d
 o

f w
inging 

it," said V
ictor, a cosm

etic derm
a-

tologist and self-described m
ad 

scientist. "T
hey don't really fol-

Io
w

a
 fpA

sits.'L 
„M

A
LI 

B
ut b

e
a
n
ie

 it's such a new
 and 

Y
et q

u
a
tio

n
s p

a
n

t 
out this 

rapidly evolving field. it's hard to 
and sim

ilar treatm
ents because 

te
ll w

ho's right, w
hat w

orks and 
they have not undergone enough 

w
hat doesn't. 

rigorous 
testing 

to 
determ

ine 
th

e
ir 

safety 
and 

effectiveness. 
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'4
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• 
•t 

Ix, 

outside the country —
 in

 B
ogota, 

C
olom

bia. 
'T

h
e

 F
D

A
 m

ade m
e sign an 

agreem
ent that I w

ouldn't do that 
anym

ore in
 the U

nited S
tates" 

W
illiam

s said. 
H

e says the F
D

A
 had an issue 

w
ith

 h
im

 using fat-derived cells 
for these purposes. 

"W
e w

ere doing the sam
e thing 

everybody 
else 

w
as 

doing, 
I 

th
in

k?
 W

illiam
s said, referring to

 
sim

ilar clinics using fat-derived 
stem

 cells. "It's just that w
e be-

cam
e kind o

f know
n a little

 m
ore 

quickly than som
e o

f these other 
a

t" 
T

he F
D

A
 declined to

 com
m

ent 
on the case, leaving questions un-
answ

ered about how
 this clinic 

w
as m

anipulating stem
 cells dif-

ferently than other U
S

 clinics 
that offer sim

ilar fat-derived stem
 

cell treatm
ents. 

I C
A

N
T

 D
IP

IN
IM

ILY
 S

A
Y

' 
M

cC
lain isn't 

the only athlete 
w

ho can't say for certain if the 
 

a
n

-fee-
tors helped instead. 

F
orm

er pitcher C
J. N

itkow
sld 

says he paid about 112200 to get 
an injection o

f his ow
n fat- and 

bone m
arrow

-derived stem
 cells 

at P
urita's clinic in

 2011. In
 an ef-

fo
rt to revive his caner, he also 

used other treatm
ents involving 

platelet-rich 
plasm

a 
from

 
the 

blood, 
along 

w
ith

 
aggressive 

shoulder rehabilitation. 
'I te

ll people that the com
bina-

tion o
f those things led to

 m
e hav-

in
g

 the ability to pitch again: 
N

itkow
sld said. "I can't definitely 

say that stem
 cells helped heal 

the tear—E
lity

 rotator c
u

irira
 

low
ed m

e to pitch again. T
he sci-

ence behind it m
akes sense to m

e, 
but you'll fin

d
 no shortage o

f peo-
ple that debate it' 

com
plicated. ... There's a lo

t that 
concerns. T

hey also say process 
w

e don't know
 about this area o

f 
in

g
 that isolates cells fro

m
 fat tis-

biology. It's w
hy It's a hot research 

sue Is 'generally considered m
ore 

area. It's a new
 frontier. W

e know
 

than m
inim

al m
anipulation? 

that there's a lo
t o

f interesting, 
T

he guidelines even say stro-
potentially beneficial w

ork to
 be 

m
al vascular fraction cells —

 like
 

done, but w
e haven't done it yet. 

those used by In
te

lliC
e
ll —

 in
-

W
e don't know

 enougft? 
volve processing that generally 
exceeds m

inim
al m

anipulation. 
"It seem

ed like
 a w

arning sho
to the clinics? K

noep
re 

fle
r said. 

Yet there 
tim

e and ro
o
m

 fo 
debate. V

ictor says h
is com

pany 
doesn't "use anything b

u
t sound 

w
aves and w

a
te

r and th
in

ks his 
process does n

o
t violate regula-

tions. 
'W

hether It's a drug o
r a cell 

from
 your ow

n body under m
in

i' 
m

al m
anipulation, that's a lo

w
 

debate w
e're going to

 have? h
i 

said. "It's a scientific debate and 4 
regulatory debate that's going to 
go on for w

ho know
s? 

P
urita 

says 
fat-derived 

stem
 

cells are "o
ld

 technology" and he, 
"doesn't have any fights w

ith
 the 

F
D

A
: H

e's instead using other 
cells, 

including 
those 

derived 
from

 bone m
arrow

. 
T

he F
D

A
 says there w

as n
o

 
tim

e 
fram

e 
to

 
finalize 

these 
guidelines. 

'T
h
is is a com

plex issue, and 
the 

agency 
needs 

to
 

carefully 
consider all com

m
ents and the 

-other-m
ethods-to-parify-ancl—

developingackvice-priortcrfinair 
id

n
g
 this guidance," the F

D
A

 said 
in

 a w
ritte

n
 statem

ent 

M
A

N
IP

U
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T
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G
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A
N
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T
he kinds o

f stem
 cells being of-

fered in
 U

S
 clinics these days are 

different from
 other, m

ore con-
troversial types o

f stem
 cell treat-

m
ents that have been in

 the new
s 

in
 recent years. These aren't stem

 
cells that com

e from
 em

bryos o
r 

the kind that hockey great G
ordie 

H
ow

e received in
 M

exico after 
suffering a stroke: stem

 cells that 
w

ere derived from
 a fetus and an-

other person's bone m
arrow

. 
Instead, these U

S
. clinics are 

offering autologous stem
 cells —

stem
 cells 

that com
e from

 an 
adult patient's ow

n body, usually 
bone m

arrow
 o

r fat, and are rein-
serted in

to
 the sam

e patient to 
help 

regenerate 
and 

heal 
the 

body. S
uch autologous cells aren't 

O1C for clinics to use in
 the U

S
A

 if 
they've been m

ore than "m
in

i-
m

alty
T

his term
 is critical. A

fter be-
in

g
 taken out o

f the body, U
S

 
clinics typically use a centrifuge 
C

l. 
concentrate the cells. 

That's the w
hole crux o

f the 
m

atter? P
urita 

said. "W
hat 

is 
m

inim
al m

anipulation?" 
If the cells are m

ore than m
ini-

m
ally m

anipulated, the treatm
ent 

is going beyond F
D

A
 regulations 

and should be regulated as a new
 

drug candidate. 
S

om
e clinics that clearly ex-

ceed the, m
anipulation threshold 

operate In
 other countries in

-
stead. 

In
 2011, N

F
L quarterback P

ey-
ton M

anning w
ent to E

urope to
 

fo r 
w

itiristnant 
neck, according to 

m
edia reports. M

anning hasn't 
publicly 

com
m

ented 
on 

this 
treatm

ent, and it's not clear how
 

w
ell it w

orked because he later 

W
H

A
T'S

 LU
N

Y
 A

N
D

 N
O

T
? 

In
 the m

eantim
e, the industry 

m
ight continue to

 grow
 as the de-

bate rages about w
hether it really 

w
orks and w

hether it should be 
subject to m

ore oversight 
IntelliC

ell's V
icto

r thinks h
is 

S
oup w

ill be allow
ed b

u
t predicts 

other clinics w
ill be banished be-

cause they are n
o

t registered w
ith

 
the F

D
A

 to m
anufacture cellular 

products 
I_

E
llin

ie
 of 

help ensure that U
leee estam

an-
m

ents are safe, sterile and subject 
to inspection. 

V
ictor says In

te
lliC

e
ll regis-

tered its lab w
ith

 the F
lit oart o

f 
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A
ro

s
e
 P

o
p
u
is

itm
e
 

A
n
 N

F
L defensive back recently 

needed m
edical help w

ith
 a ten-

don 
tear 

above 
h
is

 kneecap. 
T

raining cam
p w

as starting in
 a 

few
 w

ees. and he w
anted the In

-
ju

ry to heal faster. 
So in

 early July, he visited the 
clinic o

f Joseph P
urita, a doctor 

In
 F

lorida w
ith

 a history o
f help-

in
g
 athletes heal w

ith
 stem

 cell 
treatm

ents 
derived 

fro
m

 bone 
n
a
rro

w
. In

 2010, baseball pitcher 
B

artolo C
olon received h

is treat-
m

ent and credited it w
ith

 helping 
revive his arm

 from
 the brink o

f 
collapse. 

"A
 good bellw

ether o
f w

hether 
these really w

ork or n
o
t are 

H
e says he trie

d
 It because he 

w
asn't reedy to

 retire and "th
e
 

m
entality o

f the athlete is gener-
ally that w

e
ll try alm

ost anything 
to stay on the field." 

There's no p
ro

o
f it d

id
n
't w

ork. 
There's no proof it did w

ork. ei-
ther. T

o really know
 if such treat-

m
ents w

ork by U
.S

 standards, it 
w

ould need to
 be treated lace a 

new
 drug candidate. In

 the U
S

A
. a 

new
 drug doesn't receive approv-

al from
 the P

D
A

 fo
r w

idespread 
use u

n
til after lo

n
g
 and expensive 

clinical 
trials 

to
 determ

ine its 
safety and efficacy. 

T
he reason these clinics aren't 

required to go this route is be-
cause they say these cells aren't 

p
ro

 athletes; P
unta said. "Y

ou 
b
u
t overa

ll I felt better from
 it," 

drugs b
u
t rather cells that com

e 

have people w
ho are m

a
kin

g
 m

il- 
M

cC
lain to

ld
 U

S
A

 TO
D

A
Y

 S
ports 

from
 a patient's body. T

hey say 

lions o
f dollars a year. T

h
a
 

go- 
recently "T

he best th
in

g
 about it 

such treatm
ents are essentially 

hog to do their research —
 them

 
w

as that 1
 healed up faster than 

surgeries perform
ed in

 a m
edical 

and their agents. T
hey're not go- 

w
hat w

as' expected." 
office, w

hich Isn't subject to
 F

D
A

 

in
g
 to do som

ething that's bogus 
T

he clinic's doctor, Jason W
il- 

regulations 
and doesn't w

o
rk W

h
y do you 

llam
a saes positive review

s about 
"P

eople w
ould require m

ore 

th
in

k 
athletes 

have 
em

braced 
this treatm

ent had spread after 
evidence 

from
 

th.alr 
auto m

e-

-
sh

isl-B
eceiase-theylenew

itw
oriut—

 -h
r treatted-etise-patients-coa 

do fro
m

 these 
It's as sim

ple as th
a
t' 

fleetest to the U
niversity o

f M
a- 

clinics," 
said 

L
a
rry 

G
oldstein. 

P
urita says the con o

f h
is u

se
r- 

barna. B
ut the F

D
A

 later took a 
professor and dire ctor o

f the S
art-

m
ents 

ranges 
from

 
$4,000 

to
 

m
o
re

 
negative 

view
 

o
f 

these 
ford S

tem
 C

ell C
lin

ica
l C

enter at 

$
7
0
0
0
 — a sm

all price to
 pay fee 

enatm
ents. 

it 
barred 

them
. 

the U
niversity o

f C
alifornia-S

an 

athletes w
ho m

ight be desperate 
p
ro

m
p
tin

g
 W

illiam
s to

 offer them
 

D
iego. "H

um
an biology is really 

hue expert questioned w
hether 

nany clinics are even using effec-
lye

 stem
 cell populations. A

dding 
b
 the confusion are unclear regu-

b
tio

rs from
 the F

D
A

. w
hich is 

tasked w
ith

 helping ensure the 
safety and effectiveness o

f new
 

d
ra

t in
 the U

S
A

 
°m

in
d
e
r the case o

f P
recision 

S
ten C

e
lt a clinic in

 A
lebanui that 

treated current and form
er N

F
L
 

players w
ith

 their ow
n fat-de-

rive
d
 stem

 cells, including line-
backer R

olando M
cC

lain. N
ow

 
w

ith
 the D

allas C
ow

boys, M
c-

C
la4used it to

 treat a high ankle 
sp 

after the 2011 season. 
don't know

 if It w
as the actu-

ally stem
 cells o

r just m
entally, 

had neck surgery. 
G

oldstein adds another note o
f 

skepticism
 about U

S
. clinics. If 

these stem
 cells are m

ore than 
m

inim
ally m

anipulated, they're 
n
o
t legal in

 these U
.S. clinics. B

ut 
if they're not m

ore than m
inim

al-
ly 

m
anipulated, 

he 
questions 

w
hether they're producing pure, 

effective stem
 cell populations. 

'T
here could be som

e excep-
tio

n
 out there, but, realistically, 

it's u
n
like

ly" he said. "It's unlikely 
in

 the extrem
e that these m

in
i-

m
ally m

anipulated m
ethods are 

producing a stem
 cell population 

that is therapeutically beneficial. 
There's just no evidence for it." 

'W
A

R
N

IN
G

 S
H

O
T

 
T

he F
D

A
 recently issued draft 

guidelines 
to

 help b
rin

g
 som

e 
clarity to the fi eld —

 recom
m

en-
dations that didn't seem

 to
 bode 

w
ell for the m

any U
.S. clinics that 

harvest their cells from
 adipose 

o
r fa

t 
T

he p
 ...s

e
d
 guidelines say 

that using cells from
 fit tissue to

 
treat bone and jo

in
t disease ap-

pears to
 go beyond w

hat nature 
intended fo

r those cells, exceed-
in

g
 regulations and raising safety a 

c8thplam
ted 

and 
expensive 

com
pliance process. "T

hat's w
hat 

m
akes our stuff so expensive," he 

said. 
B

y contrast, V
ictor says alm

ost 
a
ll stem

 cell clinics are not regis-

tered because they say it's n
o
t 

necessary. S
uch clinics argue they 

are not 'm
a
n
u
fa

ctu
rin

g
' and in

-
stead are perform

ing a surgical 
procedure not subject to

 F
D

A
 

rules. 
A

 big question Is how
 the F

D
A

 
can keep up w

ith
 the labs and 

technology, 
helping 

patients 
know

 
w

hat 
w

orks 
and 

w
hat 

doesn't, 
w

hat's 
safe 

and 
w

hat 
m

ight not be. It w
on't be easy. 

it's hard to w
rite

 good law
 and 

regulation that allow
s legitim

ate 
w

ork to proceed as rapidly as pos-
sible 

w
hile 

prohibiting ille
g
iti-

m
ate 

w
ork," 

said G
oldstein o

f 
U

C
S

D
. W

art o
f the problem

 is it is 
a new

 area o
f m

edicine w
here the 

regulations d
id

n
't anticipate this 

sort o
f thing. T

he regulators on 
the 

ground in
 

the 
field, 

they 
airw

ay:m
a d

o
n
't have a

d
ve

n
ts

background to 
te

ll w
hat's legit 

and w
hat's not. It's hard? 

C
o
n
trib

u
th

e
 .h

a
rr•tt B

oa 
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