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J&J FAULTY HIP IMPLANT COMPENSATION

N

Age, risk factor may also be considered
BASED ON THE SLABS, THE AMOUNT COULD VARY
FROM ~3 MILLION TO AS MUCH AS ~12 MILLION
VEENA MANI

New Delhi, 29 November

Patients affected by multinational medical devices major Johnson and Johnson’s
(J&J) ‘faulty’ ASR hip implants finally
have reason to cheer as the health ministry has approved the expert committee’s formula for compensation.
The expert committee has proposed
that age and risk factor from the disability caused will be considered for compensation, over and above the base amount.
The patients will also be given ~1 million
for non-pecuniary damages.
An expert committee was constituted
by the ministry under the chairmanship
of Arun Kumar Agarwal, former dean and
professor of ENT, Maulana Azad Medical

College (New Delhi), to examine the issues
related to faulty ASR hip implants.
The committee, after detailed examination of the issue, submitted its report,
along with its final recommendation. The
report was accepted by the Centre.
According to the government’s decision, the base will be multiplied by the
score given for the risk and age factor,
divided by 99.37, with ~1 million added 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 surgeries were reported in India and across
the globe.

The health ministry has approved the expert committee’s formula for compensation
to those affected by J&J ‘faulty’ ASR hip implants

This comes at a time when J&J has
chalked out a plan to provide compensation to these patients in India.
The new programme to be introduced by the company proposes to sup-

port patients who were implanted in
India with its ASR hip implant between
June 2004 and August 2010 and provide reimbursement, if the revision surgery and tests took place within 15 years

from the date of the primary hip
replacement surgery. Close to 4,700 surgeries 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implants were withdrawn.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 compensation was recommended to be ~2 million,
with an amount in excess to be based on
the disability caused.
The government had written to DePuy
Medical asking them to provide compensation till 2025.
The Committee that submitted its
report to the health ministry had noted
that the company has been negligent and
therefore should compensate patients.
This committee was set up in 2017 by the
health ministry to review the matter.
In February this year, the committee
submitted its report. These complaints
could be dated prior to 2010.

Noose tightens around medical devices importers
SOHINI DAS

Mumbai, 29 November

After the Johnson & Johnson (J&J)
faulty artificial hip implant controversy, the government is plugging loopholes in the Medical
Devices Rules (MDR) 2017 to ensure
action against the players who violate regulations.
In its meeting on Thursday, the
Drug Technical Advisory Board
(DTAB) passed a proposal to
include a provision in the MDR for
cancellation and suspension of
import licence of the medical
devices in case of noncompliance
with the regulatory provisions.
India imports around 80 per
cent of its medical 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 proposal to include provisions for
compensation in case of injury or
death due to any medical device
found malfunctioning, unsafe or
not in compliance with the conditions of the licence.
The DTAB is the apex drug advisory body in the country that advises the government on matters
related to public health.
A senior government official
confirmed the same. The proposals, 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

PLUGGING LOOPHOLES

J&J row prompts DTAB to tweak rules to ensure action against violators
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
Control Organisation (CDSCO) regulates the medical devices industry
under the Drugs and Cosmetics
Act, which was meant for pharmaceutical products. The government
eventually brought in MDR 2017
that comes under the existing Act.

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
"There was no provision
under the MDR 2017 for suspension and cancellation of import
licence of medical devices in case
of noncompliance with regulatory provisions. Therefore, it was
proposed to add a provision relat-

ed to the same," said a source.
The
Central
Licensing
Authority would give an opportunity to the licensee to show cause as
to why a cancellation or suspension order should not be passed
when any licensee is found to contravene any provision of the Act
and MDR 2017.
The proposal also says the
orders of suspension issued or
revoked, or cancellation of license
shall be duly published on the websites concerned of the Central
Licensing Authority.
As for the proposal to amend
the rules to include provision to
provide compensation to those
affected patients in case the medical device is found to be unsafe or
malfunctioning, the DTAB recom-

mended that the manufacturer or
importer shall provide medical
management or compensation or
both to such person.
It also said the amount of compensation shall be determined in
accordance with the formula as
prescribed in the New Drugs and
Clinical Trials Rules 2018.
Rajiv Nath, forum coordinator
of Association of Indian Medical
Device Industry (AIMED), said
the government was trying to
plug the loopholes in the medical
devices rules after the recent
spate of controversies around J&J.
He, however, felt the need of the
hour was to have an entirely separate Act to regulate medical
devices, and not make amendments to the existing one.
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Sebi earmarks
~5 billion to
tackle market
manipulators
SHRIMI CHOUDHARY

Mumbai, 29 November

To tighten the noose around market manipulators, the Securities and Exchange Board
of India (Sebi) has earmarked ~5 billion for
upgrading its surveillance and network
monitoring systems.
Themarketsregulatorisplanningtorope
in an information technology (IT) provider
for implementing an integrated market surveillance system (IMSS) through a centralised monitoring system that will operate
round the clock.
The IT provider will have to set up
entirely new systems and carry out
exhaustive data analysis. The IT vendor
will be initially contracted with 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 and new-age threats to the stock
market ecosystem.
“Improvisationandstrengtheningofsurveillance is required as integration of commodity and equity exchanges has posed
new challenges,” said the regulatory source.
The new technology will also help
remotely monitor the surveillance system
and provide real-time status reports. This
will help mitigate cyber security threats and
detect the cause for technical glitches as
and when it appears.
The new software will be equipped to
operate during a period of high volatility or
during big events, such as elections. It will
work as an oversight system and keep tabs
on Sebi’s risk management system, especially payment and settlement of trades.
The software will be designed to automatically collect data from stock exchanges
and depositories. It will also be capable
of identifying manipulation and raising
alerts accordingly.

