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Medical Device Cos Urge Govt not
to Punish All for a Quallty Lapse

Want mput prowders
component suppliers.

to be held responsible -

for a faulty device

SOMADAS

NEW DELHI

The medical devices industry has
urged thegovernmentnottohold all
_players in the supply chain respon-
-siblein case a quality lapse is detect-

ed in a device. Indian and foreign -

firms operating in the country have
separately written to different arms
of the government, seeking a
change in the Drugs and Cosnietics
Bill that they say could lead to book-
ing of even raw material providers
and component suppliers in the sup-
ply chain in case of a faulty device.

While foreign firms have submit-

ted that brand owners marketing
the device should be held responsib-

- lefor violations, domestic manufac-
turers have said accountability
should be that of the marketing
firm as well ‘as primary manufac-

turer responsible for the final as-

sembly of the productatits plant.
Medical devices made in India re-
main largely unregulated, barring

under regulation since 2005 but are

treated under the definition of

drugs. The government plans to

bring a new law to correct this by
creatinganexclusivesetof rulesfor

medicaldevices, asectorthat isesti-
mated at about 218,700 crore and is
growingataCAGRof about15%. -

While defining the scope of regula-
tion for medical devices, the Drugs

- and Cosmetics Bill 2013, introduced:

inthelast session of Parliament, de-
scribes ‘manufacture’ of devices as
“any process or part of process for

making, assembling, altering, orna-
menting, finishing, packing, labell-

ing, or adapting any medical device

with a view to its sale or stock or ex- -
port or distribution but does not in-

clude assembling or adaptmg ade’
vice already on the market for an
individual patiént”.

AdvaMed, a grouping of top med-

. ieal dev1ces multinationals, has
requested that the government to. ‘
use the word manufacturer in-

stead of “‘manufacture’. “The ulti-

. mate legal responsibility for en-.

' suring compliance should lie with "
" ‘the ‘manufacturer’,
-cording to global guidelines, is the -

which, ac- °

legal or .natural manufacturer

‘marketing the device. This would

exclude cases where the devices

> _are mishandled during transpor-
a few exceptionsthat have been put .

tation, storage or usage,” said Gau--
tam Khanna, chair, India Working
Group, AdvaMed and country
business leader, 3M, a US-head-
quartered conglomerate ,

The domestic firms insist that the
definition should also include the
primary manufacturer in whose
plant premises the device has been

assembled finally. “The ‘manufac- ~

ture’ of medical devices has beenri

~defined on the same lines as for. .
drugs whereas manufacture of a- -

medical device is quite different, -
from drugs " said Rajiv Nath, joint-
managing director, Hmdustan Syr-.
inges and Medical Devices and fo- -
rum coordinator of AIMED, an in-
dustry body of domestic med1ca1
devicesfirm.

Royudadry .






