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ABOUT THE
TRAINING

EXPECTED
OUTCOME

This training aims at addressing the

following issues -

+ To sensitize Healthcare stake holders
about Medical Devices Regulation in
India. post-market phase Enabling medical

Better understanding of Medical Devices
Regulations prevailing in India HKnowl-
edge on how to tackle risks associated
with Medical Devices during pre and

Risk Management during pre and device manufacturers, users and other

post-market phase stakeholders by disseminating informa-

) To ensure patient safety by educating tion on how to report. when to report and

Healthcare stake holders about
Materiovigilance Programme of India
(MvPI) and modalities of AE reporting

» To ensure effective AE reporting
culture ameng MDMCs, clinicians,
biomedical engineers, hospital
biotechnology staff and other Health
care Professionals

what to report and what not to report to
IPC. NCC-MvPI Strengthening of effec-
tive Materiovigilance system across the
country.

WHO WILL /
ATTEND ? |

+ Healthcare Professionals working in d
medical device industry. ‘
Requlatory affairs executives in
health industry.

+ Biomedical engineers / Bio medical

Professionals from hospitals/
medical device industry
Academicians.

0-ARM Navigation

BACKGROUND

Indian Pharmacopoeia Commission (IPC), an
autonomous institution of Ministry of Health
and Family Welfare, Government of India. has
been entrusted with National Coordination
Centre responsibilities related to Materiovig-
ilance Programme of India (MvPD) since
January 2018 with an objective to improving
Indian patient safety by monitoring. record-
ing. analyzing root cause of adverse events or
risks associated with use of medical devices
& suggesting regulatory bodies for appropri-
ate action with a sole intention of improving
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patient safety. As the new Medical Device
Rules 2017 being effective from January
2018, the MvPL programme of Ministry of
Health and Family Welfare, Govt of India
under the aegis of IPC is imperative for the
successful. Medical Device Adverse Event
Reporting in the country,

MvPI aims to promote and fagilitate adverse
event reporting of Medical Devices iand
subsequently evaluating these events. The
scientific and systematic evaluation of these
medical device events/reports will foster
manitoring  trends for improving and
protecting the health and safety of patients.
As medical devices industries are one of the
major stakeholders of MvPL their participa-
tion needs to be encouraged to make signifi-
cant impact in the outcome.
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