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SOHINI DAS
Mumbai, 29 November

After theJohnson&Johnson(J&J)
faulty artificial hip implant con-
troversy, the government is plug-
ging loopholes in the Medical
DevicesRules(MDR)2017toensure
actionagainst theplayerswhovio-
late regulations.

In itsmeetingonThursday, the
Drug Technical Advisory Board
(DTAB) passed a proposal to
includeaprovision in theMDRfor
cancellation and suspension of
import licence of the medical
devices in case of noncompliance
with the regulatoryprovisions.

India imports around 80 per
cent of itsmedical devices and a
fourth of that comes from the

US. The overall medical devices
market in India is estimated to
be ~640 billion.

The DTAB also passed a pro-
posal to include provisions for
compensation in case of injury or
death due to any medical device
found malfunctioning, unsafe or
not incompliancewith thecondi-
tions of the licence.

TheDTABistheapexdrugadvi-
sorybodyinthecountrythatadvis-
es the government on matters
related topublichealth.

A senior government official
confirmed the same. The propos-
als, now approved by the DTAB,
would move to the ministry of
health (MoH) and take a while
before these are implemented.

The Central Drugs Standard

ControlOrganisation(CDSCO)reg-
ulatesthemedicaldevicesindustry
under the Drugs and Cosmetics
Act,whichwasmeant forpharma-
ceuticalproducts.Thegovernment
eventually brought in MDR 2017
that comesunder theexistingAct.

"There was no provision
under the MDR 2017 for suspen-
sion and cancellation of import
licence ofmedical devices in case
of noncompliancewith regulato-
ry provisions. Therefore, it was
proposed to addaprovision relat-

ed to the same," said a source.
The Central Licensing

Authority would give an opportu-
nitytothelicenseetoshowcauseas
to why a cancellation or suspen-
sion order should not be passed
whenany licensee is foundtocon-
travene any provision of the Act
andMDR2017.

The proposal also says the
orders of suspension issued or
revoked, or cancellation of license
shallbedulypublishedontheweb-
sites concerned of the Central
LicensingAuthority.

As for the proposal to amend
the rules to include provision to
provide compensation to those
affected patients in case themed-
ical device is found tobeunsafeor
malfunctioning, theDTABrecom-

mended that themanufacturer or
importer shall provide medical
management or compensation or
both to suchperson.

It also said the amount of com-
pensation shall be determined in
accordance with the formula as
prescribed in the New Drugs and
Clinical TrialsRules 2018.

RajivNath, forumcoordinator
of Association of Indian Medical
Device Industry (AIMED), said
the government was trying to
plug the loopholes in themedical
devices rules after the recent
spateof controversies aroundJ&J.
He, however, felt the need of the
hour was to have an entirely sep-
arate Act to regulate medical
devices, and not make amend-
ments to the existing one.

VEENA MANI
NewDelhi,29November

Patients affected by multinational med-
icaldevicesmajorJohnsonandJohnson’s
(J&J) ‘faulty’ ASR hip implants finally
have reason to cheer as the health min-
istry has approved the expert commit-
tee’s formula for compensation.

The expert committee has proposed
that age and risk factor from thedisabili-
ty causedwill be considered for compen-
sation, over and above the base amount.
The patients will also be given ~1million
for non-pecuniary damages.

Anexpert committeewas constituted
by theministry under the chairmanship
ofArunKumarAgarwal, formerdeanand
professorofENT,MaulanaAzadMedical

College (NewDelhi), toexaminethe issues
related to faulty ASRhip implants.

The committee, after detailed exami-
nation of the issue, submitted its report,
alongwith its final recommendation.The
report was accepted by the Centre.

According to the government’s deci-
sion, the base will be multiplied by the
score given for the risk and age factor,
dividedby99.37,with ~1millionadded to
it. Disability caused has been put in four
slabs and compensation amount may
vary from ~3 million to over ~12 million.

The hip implants manufactured by
J&J’s wholly-owned subsidiary DePuy
International were found to be faulty,
and several instances of revision sur-
gerieswere reported in India and across
the globe.

This comes at a time when J&J has
chalkedout a plan to provide compensa-
tion to these patients in India.

The new programme to be intro-
duced by the company proposes to sup-

port patients who were implanted in
Indiawith its ASRhip implant between
June 2004 and August 2010 and pro-
vide reimbursement, if the revision sur-
gery and tests took placewithin 15 years

from the date of the primary hip
replacement surgery. Close to 4,700 sur-
geries using these implants were done
in the country. Subsequently, these
implants were withdrawn.

At first, the committee on the matter
had recommended compensation to
affected patients. The base compensa-
tion was recommended to be ~2 million,
with an amount in excess to be based on
the disability caused.

Thegovernmenthadwritten toDePuy
Medical asking themtoprovidecompen-
sation till 2025.

The Committee that submitted its
report to the health ministry had noted
that thecompanyhasbeennegligentand
therefore should compensate patients.
This committeewas set up in 2017 by the
healthministry to review thematter.

In February this year, the committee
submitted its report. These complaints
could be dated prior to 2010.

Age, risk factor may also be considered
BASEDONTHESLABS,THEAMOUNTCOULDVARY
FROM~3MILLIONTOASMUCHAS~12MILLION

Noosetightensaroundmedicaldevicesimporters

SHRIMI CHOUDHARY
Mumbai, 29November

Totightenthenoosearoundmarketmanip-
ulators, theSecuritiesandExchangeBoard
of India (Sebi) has earmarked ~5 billion for
upgrading its surveillance and network
monitoring systems.

Themarketsregulatorisplanningtorope
inan information technology (IT) provider
forimplementinganintegratedmarketsur-
veillance system (IMSS) through a cen-
tralisedmonitoringsystemthatwilloperate
round theclock.

The IT provider will have to set up
entirely new systems and carry out
exhaustive data analysis. The IT vendor
will be initially contractedwith Sebi for a
period of three years.

A regulatory source confirmed the
information. However, an email sent to
Sebi seeking official response remained
unanswered.According to the source, the
latest technology is aimed at tackling
growing andnew-age threats to the stock
market ecosystem.

“Improvisationandstrengtheningofsur-
veillance is required as integration of com-
modity and equity exchanges has posed
newchallenges,”saidtheregulatorysource.

The new technology will also help
remotely monitor the surveillance system
and provide real-time status reports. This
willhelpmitigatecybersecuritythreatsand
detect the cause for technical glitches as
andwhen it appears.

The new software will be equipped to
operateduringaperiodofhighvolatilityor
during big events, such as elections. It will
work as an oversight systemand keep tabs
on Sebi’s risk management system, espe-
ciallypaymentandsettlementof trades.

The software will be designed to auto-
maticallycollectdatafromstockexchanges
and depositories. It will also be capable
of identifying manipulation and raising
alerts accordingly.

Sebi earmarks
~5billion to
tacklemarket
manipulators

PLUGGING LOOPHOLES
J&J rowpromptsDTAB to tweakrules toensureactionagainstviolators

DTAB passes a proposal to
include provision to pay
compensation for faulty devices

It also clears a plan to
cancel or suspend licence
of importers in case they
violate regulations

Amendments to be made to
Indian Medical Devices Rules ‘17

Medical Devices Rules 2017
come under the Drugs
and Cosmetics Act

Proposal to be sent to
MoH for deliberation
and approval

Industry feels a separate
Act to regulate medical
devices is required
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Thehealthministryhasapproved theexpert committee’s formula for compensation
to thoseaffectedbyJ&J ‘faulty’ASRhip implants


