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[* hasn’t apgiry

/1t could endénger fives. -,
" “The letter, which was::
: datéd?Erida‘y;noi_;esil ﬁhaﬁ the
- regulatory agency has heen
A ‘Wo?king%th%andMe-since
- 2009 10 help it comply with
: regulatory requirements
- regarding the safety and
| effectiveness of its “Person-
i . al Genome Service, which
- tests people’s saliva for
- genetic indications of 254
|- disease conditions and oth-
| er potential health risks,

- T'he.agency noted that
it has had “more than 14
" face-to-face and teleconfer-
‘ence meetings, hundreds of
{ -email éxchianges and dos-

-ens of written communica-
* tions” with 28andMe offi-

| Cofounder and CEO of 23andWie, Anne ‘Woloick, seenin

“Zianiie orderd

. By STAVE JomNsoN

oy -B:‘ayAn{ru"NmsG(wp ‘

* " MOUNTAINVIEW —in -
~:an unusually:harsh warn-
/ing letter; the UiS, Food and
* Drug ‘Administration has
. ordered genetic-testing
~company 23ahdMe to. stop
- selling its service to cons
-sumers because the agency:

- 2L

0 fody

cials, “Howevel; even after

.|. these many interactions
* with 28andMe, we still do not

v any s tha
firm hag: e

-uct,

.

cally validated the I
its interided tiges " it

larly concerning,” the DA

said, “because of the poten- _

tial health consequences

“ that could rogult; from false

positive or:false népative

‘., also

positive for breast or-ovar

‘1an cancer, for example, = consum ‘
. tized ashaving limitéd value

“it could lead a patient to

undergo prophylaetic str- .
gery, chemoprevention, . _
“person’s genetic maketip, .
In"2010, investigators -
from the U.S. Government .| -
Aceountability Office con-
- eluded that 28andMe and
«‘Navigenics ‘of: Fostér City. |
were offering information-
that was “misleading ‘and | .
oflittle or-no practicaluse” . |
‘Although both companies -
defended theip products, - |
S the agency blasted them for
Although ‘CEQ Ann"* drawing unsupportable con-
-clusions and making health. |
predictions that didn’t always ~
Jibe with theiricustomers’ |
“dctual medical conditions,

intensive screening, or otheér

morbidity-inducing actions,
while a false negative could

result in a fajlure to recog-
nize an actual risk that may
exist,” tho FDA said; -~ . ©

- It demanded that

28andMe “immediately dis-

continye marketing” the,
festing service until it gets”

FDA approval forthe prod-

Wojeicki was not immedj-
ately-available for comment;

23andMe’_s_a%d i a prepared: -

statement hat “our rela-
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tionship with the FDA is. |
extrémely important tous | -

and we are committed to

- fully engaging with-thémto.+"
Some.uses for the com: - add,zr'
‘pany’s tests “are particy-

ess their concerng.”.

Officials at 23andMe, |
which was founded in -

2006, declined comment
on what impagct the FDA’s

. action might have on their |-
‘business and:whether the |-

company would be ablé to
from customers. "
consumers have been griti-

because they typically exam-
ine only a small sample of a

e processing genetic |

‘DNAtests sold directlyto .-




