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FDA nods
open door
for medical
device
maker

HealthSTATS wins approvals for its
biomonitor products. By JASLENE PANG

OMEGROWN  madi-
cal deviee company
HoalhSTATS Internn-
tlonal s expanding
its prosanes in the ar-
mres of the bio-moni-
toring body with its
Food and Drug Ad-
ministration (FDA} approvals for two
of ts produets, CASPal and CASPro.

“Prior to the FDA approval, wo
Jaunched them in Singapore, Malay-
st and Hong Kong in Octaber. Naw,
with the FIA approvel, It makes it
eagior for CASPal and CASPro to pene-
tritto new markess such as the Unlted
States and Burepe,” says Ting Choon
Meng, chairman and chiel exocutive
officor of HealthSTATS.

The recent FDA approvals - just
abont two woeks old — brings the total
nusmiber sl FDA, epprovabs for Qe cus-
pany tn four. the most for any Singa-
poro company m the b

enme up with o normal range based
on 3,000 normal subjects in Maluy-
sia, Singepore and China, aged be-
tween 20 and 90 years old,” says Dr
Ting.

The: CASFro comis with a printer.
With & USE port, dectors and re-
searchers can also exporl dats to
study trends, efther inter-patient o in-
tra-patient.

Previously, there ware twi ways of
measuring central pressure — either
an wwvasive method mvolving the n-
sertion of & pressure-sensor tip tube
inte a blood vessel through the pa-
ilent’s groin, or paying 60,000 w0 gei
u machine and huve a trained opora-
Lar use a chopstick-like device to take
a pationt's pulse. The latter takes ut
least half an hour just to ges ibe pulse
and 1g found in labs

Need for detection

arena. The twa athar FDA approvals
worn for parent preducts A-PULSE
CASF and BFro.

HealthSTATS had realised that it
was hird 1o install the A-PULSE solt-
wiair in Europs duo to the difference
in_computer language. There ks ajso
transiation of languages to be dona
and the difforonce in sprod process-
ing in computers used.

S0 HealthSTATS came up with
CASPro and CASPal, which could do
away with all thess troubles and
come up with the central aortic systol-
ie pressure (CASP) of the user in 10
seconds.

One-in-all device

CASF is the pressurm at the root of the
anrta, the biggest artery (n the human
baody leading awny from the heart.
CASPal is designed for usaga at home
while CASPro is designed for o clini-
cal setting.

“A-PULSE noads a computer fo in-
slall, o calibrater outside, and you
need & walch to plug inte the USB
port. But we have removed avery-
thing and it becomes a one-in-oll. The
BPro wateh is rapiaced with a sansor,
o you ?mgn'sskm of simplify-

3 of the squipment and -

o says Dr Ting, explaining
how CASPal and CASPro evolved
from their parent products.

Moreaver, the products have in
them a et of normal ranges so that
“users will know if they fall out of the
normal pange”.

“We are tha first in tha world to

Now with diseasus -
heart diseases and striks - as leading
causes of death globally, there s an
urgent need to detect signs of disaster
o T

gapore. 15 peaple die from
digense and stroke svery day.
By 2036, it Is projecied that almost
236 million peaple worldwide will
die from cardiovascular diseases
mainly from heart diseasa and stroke.

“Thers is an urgent need for tech-

nology to moasure CASP," says Dr
Ting. “CASPal will go Into the home
monitor market, In Amorica lust yaar,
Just the home markel is about
LIS$800 million, growing at & rate of
10 par cent per year for the next Gve
years,”
But in Singapors. it was much
harder to ged doctors 1o listen about
his products. S0 HealthSTATS had 1o
ovorcome that obstacle,

“In Singapora, we turn the tables
around, We empower the patients to
know about CASP, The patients will
then ask the doclors what their
CASPs are. Doctirs might think the
patient is talking rubbish, but if the
socond, third and fourth patients all
coma, thay think, ‘1 nead to find eut'
and then they sar coming (o us.

“Whether our products go into the
market replacing others or the publi

ushes the doctors to leamn, CASP will

o the main story soom . . The same
professor who told me | was mad Is
now giving o lecture on ceniral pros-
sure,” says Dr Ting:

Many countries are now amending
midical guidelines to inclode contrai

prosaure, creating a furry in the med-
val arenn, For example, the UK NICE
guideline - a guidaling for hyperton-
sion treatment — is also golng o be
changed to include central pragsare
5 0L DecRssary siep a8 part of pationt
management

With these duvsbpmonts, the fu-
tura of the new products looks rosy,
rovenls HonthSTATS.

At the launch of CASPal alone,
abuat 300 wers sold. And orders
hava continued to coma in sines its
EDA snppoval. Almeady, there arpors

dars for 5,000 wnits of CASPro. eom-
ing fram Chinn,
And HeaHhSTATS Is nat planning
10 stop at just commercialising thesa
products. 1t alrosdy hias plans to com-
mercialise and roll out more val-
ded products

“We have products Insd up for the
next thres years. We have products
for stroke, we ar alsy going to have
the wirgiess module coming in . .,
and all these are in dilferent phases.
Soma have already finished walida-
tion, some are going through clinical
trial and some are stll in the sarly
stage of dovelopment,” says Dr Ting

He: says that HealthSTATS is plan-
ning 1o roll oot the wireless model of
BPro in Shanghai at the end of this
year. Sama 50,000 units will also be
made available subsequ in fiour
wother cities in the second year, and fi-
nelly 100,000 in sight eltles in the
third year. And in Shanghal wlone,
HealthSTATS already has 20,000
eommmitled users,

Going overseas

In the wireless modal, information oo
the users's CASP will be transmitted
to the user’s mobile phone which will
dinl up the teleo, which will dump the
data 1o their sarvice provider plat-
form,

Dr Timg hopes that his
First-ul-lis-kind devicss can ad b
mara codntries. Te achieve this, he
has planned to expand HealthSTATS'
distributership network to about 50
countrias by 2012,

Dy Ting alsn explains how Health-
STATS crafls different business mod-
#ls to sult different countries.

It 18 not just about sales of the de-
vices. Wa also have the rental model.
the woucher model and also the
top-up model, whers people can buy
thie number of tnes ll'lluy want to
the service. Many doctors use this
model, because there is no capital out-
lay needad for them and whatover tha
difference botween what they pay us
and what they charge the patisnis,
they earn if,” says Or Ting:

Having grown from revenus of &
few hundred thousand to soma
54 million for its latest financial year,
the small company of 30-0dd stall
now has several options on its plate —
be It an Initka] public sfferieg (1PO) ar
merger and acquisition plans,

"D first chinica is still IPO. Wa are
gving serlous thought to Hong Keag
and Masdag,” says Dr Thag,

“Nasdaq has analysts who are
vory attuned to technology and the
market thers can translate to techniol-
oy bettar. Thet menns they can raise
a higher amournt due to the shear sk
of the market there, Hong Kong is
near to us and China - which evertn-
ally will bo our Jargest markot - and
b the skme tme zone,

“We have so many options to con-
shder now. But having to decide all
these, it is a heppy problem to have
+ - . Ag for CASP, it is going to bo a tsu-
naml,”

e NENG Y

‘There is an urgent need for technology to measure CASP
(central aortic systolic pressure). In America last year, just
the home market is about US$800 million.'

- Ting Choon Meng, chotrman end chigf executive afficer of HealthSTATS



