First Embryonic Stem- Cell Tﬁal"ﬁﬂ
Gets Approval From the FDA
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In a watershed moment for
one of the most contentious ar-
eas of science and American poli-
tics, the U.S. Food and Drug Ad-
ministration cleared the way for
the first-ever human trial of a
medical treatment derived from
embryonic stem cells.

Calif.,, biotechnology company,
is expected to announce Friday
that it received a green light
from the agency to mount a
study of its stem-cell treatment
for spinal cord injuries in up to

" ——————— 10 patients, The
HEALTH

announcement
caps more than
a decade of advances in the com-
pany’s labs and comes on the
cusp of a widely expected shiftin
U.S. policy toward support of em-
bryonic stem-cell research after
years of official opposition.
“This is the dawn of anewera
in medical therapeutics,” said
Thomas B. Okarma, Geron's pres-
ident and chief executive officer,
The hope that stem-cell therapy
will repair and regenerate dis-
. eased organs and tissue “goes be-
vond what plIlS and scalpels can
ever do.”
: Limits on stem-cell research,
which prevented federal funding
and were imposed by Congress
and former President George W.

Bush for ethical and religious rea--

sons, have had a chilling effect on
both academic and corporate re-
search involving such cells. Pro-
ponents of stem-cell research say
restrictions have delayed devel-
opment of promising new treat-
ments, while critics contend that
harvesting stem cells from em-
bryos destroys human life.
President Barack Obama said
during his campaign that over-
turning researchlimits would bea
top priority in his administration.
Both Geron and the FDA said
the timing of the decision to ap-
prove the study was coinciden-
tal. “The FDA Iooks to the science
on these types of issues, and we
approve [such applications]
based on a showing of safety,”
said Karen Riley, an FDA spokes-
woman. “Political considerations
have no role in this process.”
Approval of the study is far
from a guaranteé that stem-cell

tothe market, butitislikely tobe
seen as an indication that oppor-
tunities for stem-cell research
are poised to open and will fuel

Geron Corp., a Menlo Park,:

treatments will work or make it

enthusiasm among academic
and corporate researchers.

Mr. Obama’s plans for acting
on the current research restric-
tions haven't been finalized.

Shortly after the election,

Obama advisers thrilled biotech
companies and investors when
they suggested that the new pres-
ident could use his executive au-
thority to undo the Bush adminis-
tration ban. But ina Jan. 18 inter-
view on CNN, Mr. Obama said he
might let Congress take thelead.
“I like the idea of the American
people S representa‘tives ex-
pressing their views on an issue
like this,” he said.

Regulatmg stemi-cell therapy
is new turf for both industry and
the FDA, a major reason why it
took the agency nearly a year to
review Geron’s 21,000-page ap-
plication for the trial, which it

- filed last March. Approval came

in a phone call Wednesday after-
noon, Dr. Okarma said. -

The study will focus on the
safety of the treatment, One con-
cern about stem-cell therapies is
whether they will cause cells to

grow in places where they aren’t -

wanted. Dr. Okarma said the com-
pany’s animal research for the spi-
nal-cord treatment hasn’t turned
upany evidence of sucha problem,

At an FDA hearing in April,
several firms’ executives and re-
searchers complained that they
were at a loss about what the
FDA wanted in terms of clinical
trials involving stem cells be-
cause the FDA itself wasn’t sure,

Embryonic stem cells are the
building-block cells that help

drive prenatal development.:

Geron has developed banks of
embryonic stem cells and found
away to coax themintoe differen-
tiating as they do in nature into

progenitors of specifie cells that -
make spinal-cord tissue, heart
muscle, cartilage and other or-
gans and tissues. .. . :
Spinal-cord injury is one.of
medicine’s most debilitating con-
ditions, typically cansing paraly-
sis and other issues for whick
there are few, if any, effective
treatments, The Geron study will .
enroll paralyzed patients who can
be treated within 14 days of their
injury. They will be given a one~
time injection of so-called .glial
cells that the company thinks will -
essentially restore nerve cells and
protective myelin sheaths that’
are lost in spinal-cord injury. - -
-The company has lined up

seven centers to-conduct the re-

search. Their names-will be dis-
closed when they are ready to en-
roll patients. Patients will be eval-
uated for at least one year, after
which, if the {reatment proves
safe, the company hopes to in-
crease the dose and expand the po- -
tential candidates for the therapy.
In addition to safety, re-
searchers will look for signs that
the treatment is effective, “If we
see safety in this first trial and
some response, it will. open the
flood gates for other investiga- .

tors, scientists and companiesto .

move broadly into the field of em-
bryonic stem-cell therapy, Dr.
Okarma predicted. -

Evenif the trial succeeds _1t is |
likely to be years before such
remedies are approved and
widely available to patients. -

Rep. Anna Eshoo, a California
Democrat in whose district
Geron is based, called the devel-
opment “profound,” adding that
she looks “forward. to Congress
approving the kind of research -
that could lead to medical break-
throughs for the nation.”



