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The Materiovigilance Programme of India (MvPI) has been implemented to ensure the safety of medical
devices including cardiovascular devices (MD-CVD). This article describes the role of MvPI surveillance
system that comprehensively collects, collates and analyses the adverse events associated with MD-CVD
and also its supplementing role to the Central Drugs Standard Control Organization for taking regulatory
decision to reduce the health burden on account of adverse events due to medical devices to the patients
based on the evidence based data. This article is expected to stimulate ethical reporting of adverse events
due to MD-CVD at MvPI.
© 2020 Cardiological Society of India. Published by Elsevier B.V. This is an open access article under the

CC BY-NC-ND license (http://creativecommons.org/licenses/by-nc-nd/4.0/).
TheMinistry of Health& FamilyWelfare (MoHFW), Government
of India has notified Medical Devices Rules (MDR) 2017 with the
aim to bring in the highest degree of professionalism in regulating
medical devices. As per the MDR, the devices are classified, based
on degree of risk associated as Class A (low risk), Class B (low
moderate risk), Class C (moderate high risk) and Class D (high risk).
The cardiovascular devices such as drug eluting stent, heart valve,
bioresorbable vascular scaffold system, over-the wire-thrombec-
tomy set, cardiac pacemaker, cardiac portable monitor and others
are classified under D Category. The manufacturers of medical de-
vices including that of cardiovascular related shall be required to
meet risk proportionate regulatory requirements that have been
specified in the Rules and are based on best international practices.1

As per the MDR, G.S.R. 78, Chapter 4, Section 26 (ii) the adverse
events reporting associated with medical devices to the relevant
authority is mandatory; the License Holder shall inform the State
Licensing Authority or Central Licensing Authority, as the case may
be, of the occurrence of any suspected unexpected serious adverse
events and take necessary action thereon including any recall
within 15 days of such event coming to the notice of License Holder.

Although, medical devices adverse events reporting are
compiled by law in many countries, the reporting to the authority
and its surveillance system are a grave concern.2e5 Therefore, be-
sides the MDR, in order to promote the culture of adverse events
mission, Ministry of Health &
agar, Ghaziabad, UP, 201002,

an).

blished by Elsevier B.V. This is an
reporting, the MoHFW, Government of India had approved the
commencement of Materiovigilance Programme of India (MvPI) in
order to monitor and assure the safety of medical devices used in
Indian population in 2015.6 The Indian Pharmacopoeia Commission
(IPC) under the MHFW functions as National Coordination Centre
(NCC) for MvPI since 2018. The MvPI aims to collect, collate and
analyze the voluntarily reported adverse events associated with
medical devices and thus arriving at meaningful or evidence based
information that is being recommended to the regulatory authority
and general public for promoting the safe use of medical devices
including cardiovascular devices (Fig. 1).

The aimof this article is to familiarize the readerswith the scheme
andprocess for adverse events reporting for cardiac devices currently
in India. Inorder to facilitateadverseevents reporting fromthe region,
a structured programmatic approach has been made by recognizing
medical colleges/hospitals/other related institutions as Medical De-
vices Adverse Events Monitoring Centres (MDMCs) across the coun-
try. The MDMCs are primarily responsible for monitoring and
reporting the adverse events within their hospital to MvPI. The con-
cerned centre assigns these responsibilities to a Clinician or Phar-
macologist or Biomedical engineer or other healthcare professionals
as a coordinator or deputy coordinator. The MDMCs are also
responsible for education and advocacy on promoting the concept of
MvPI as well as creating a culture of adverse events reporting. A
customized medical devices adverse events reporting from is readily
available at the MDMCs. This form has been featured with the
adequate information related to the event to be captured (Table 1). In
order to facilitate the seamless assessment of the reported event the
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Fig. 1. Process flow of Medical Devices-Cardiac Devices adverse events reporting system in Materiovigilance Programme of India (MvPI).

Table 1
Suspected adverse events associated with the use of cardiac devices reporting e requirement of minimum information for root cause analysis.

S. No Type/category of Information Details

1 General information Date of report, type of report (initial/follow up/final/trend)
2 Reporter details Type of reporter (manufacturer/importer/healthcare professionals or others) and reporter contact

information
3 Device category Device type (therapeutic/diagnostic/preventive/others), invasive/non invasive, single use/reusable,

sterile/non sterile and others
4 Device details License number, batch/model, manufacturing date, expiry date and others
5 Event description Event date, date of implant, serious/non serious, description of the event, device operator and others
6 Patient information Patient initial, age, gender, weight, relevant medical history, patient outcomes (recovered/not recovered)

and others
7 Causality assessment Investigation action taken, root cause of problem and others
8 Manufacturer's investigation

and action taken
Devise risk analysis report, corrective/preventive action taken, device history review and others
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minimum required information such as a reportable adverse event,
identifiable patient and reporter, product exposure, device category/
model should be available.

The MvPI also empowers the hospitals/healthcare professionals
other than the MDMCs also to participate and report the adverse
events through the customized paper based reporting form which
is available on www.ipc.gov.in. As consumers or patients are
important stakeholders of MvPI, they are encouraged to report
adverse events (if any) via toll free helpline i.e. 1800 180 3024. In
addition, medical devices manufacturer, importers etc are encour-
aged to report medical device related adverse events or problems to
MvPI. Themedical devicese cardiac devices manufacturers are also
required to inform MvPI about their devices alert/recall/field safety
corrective action etc; this will help MvPI in base line study and
prompt decision making. The MvPI has engaged in providing
continuous education and advocacy to the healthcare providers and
industry as the medical devices e cardiac devices adverse events
reporting differ from that of drugs; in cardiac devices reporting is
required for incidents as well in which the device might have
associated with serious adverse events including death due to
malfunction, lack of quality, breakage etc At the MvPI, each adverse
event case report is evaluated for the adequacy and accuracy of the
information, the temporal association of the product and the event,
confounding factors such as patient co morbidities, concomitant
medication etc. If, on completion of review of all information
available with the adverse event report, the safety signals are
confirmed, then further course of actions to recommending the
National Regulatory Authority i.e. Central Drugs Standard Control
Organization (CDSCO) for appropriate regulatory action in the in-
terest of patient safety is taken.

The MvPI, with its few years experience encourages receiving
the adverse events associated with medical devices; including
cardiac stents. The MvPI also indented to develop online reporting
system and data management tomanagemedical devicese cardiac
devices safety in order to ensure seamless reporting. Further, this
article is to encourage consumers, clinicians and other healthcare
providers to participate in ethical reporting of adverse events
associated with cardiac devices and discuss device related prob-
lems with MvPI if required and effective communication of infor-
mation to the end uses i.e. patients. The existing MvPI surveillance
system is expected to stimulate healthcare professionals and con-
sumers to report cardiovascular device related adverse event and
on voluntary basis and reduce adverse event's burden to the
patients.
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