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ABSTRACT: Background:  Post-market
surveillance plays a pivotal role in ensuring the
quality, safety, and efficacy of medical devices,
given the potential serious implications of adverse
events associated with these devices. Raising
awareness about materiovigilance and Medical
Device-Associated Adverse Events (MDAES)
among the general population is a fundamental step
in this direction. Materiovigilance programme of
India (MvPI) to monitor the safety of medical
devices in the country has been approved for the
commencement by the Ministry of health & family
welfare, Govt. of India. The MvPI was formally
launched on 06™ July 2015 at IPC, Ghaziabad by
DCGI. Aim and Objective: To determine the
knowledge of materiovigilance among the people
and spreading awareness of materiovigilance
among mainly non-medical community. Materials
and Methods: This was a cross-sectional
questionnaire-based survey done among medical
students and non-medical people. A self-
administered, pre-tested, structured, pre-validated
questionnaire was distributed to 400 people. The
questionnaire consists of 6 questions pertaining to
knowledge of materiovigilance. A survey software
“google form” was used to analyze the data.
Results: A total of 312 responses were received. 88
people were not willing to participate in the study
so they were excluded. Only 3 % (13) of the
community had complete knowledge about various
aspects of materiovigilance and MvPI. About 9%
(35) of people had adequate knowledge. 21% (82)
of community had moderate knowledge. About
21.34% (84) people only knew about medical
devices. 24% (98) were even did not know what
are medical devices.

KEYWORDS: Medical Devices; Medical Device-
Associated Adverse Events; Materiovigilance;
Materiovigilance Programme of India.

l. INTRODUCTION :

Post-market surveillance plays a pivotal
role in ensuring the quality, safety, and efficacy of
medical devices, given the potential serious
implications of adverse events associated with
these devices'. A medical device is defined as any
instrument, apparatus, implement, machine,
appliance, implant, reagent for in vitro use,
software, material or other similar or related article
used for the diagnosis, prevention, treatment, or
alleviation of disease?. Moreover, it has even
resulted in significant morbidity and mortality
among device users or beneficiaries. Several pieces
of technology, including pacemakers, MRI
machines, breast implants, and incubators, have
been recalled owing to malfunction®.

Medical devices can be classified in the following
manner (The Central Drugs Standard Control
Organisation [CDSCO], Medical Devices Rules
2017/MHRA or GHTF)**®.

* Class a: Low risk (alcohol swabs, absorbent
cotton wools, and surgical dressing)

* Class b: Low moderate risk (B.P. monitoring
device, thermometer, disinfectants, etc.)

* Class c¢: Moderate high risk (hemodialysis,
implants, and catheter)

* Class d: High risk (Cochlear implant and pace-
making devices).

On July 6, 2015, the Indian Drugs
Controller General unveiled the Materiovigilance
Programme of India (MvPl) at the IPC in
Ghaziabad. The main goals of this program are to
track adverse events related to medical devices
(MDAE), raise awareness among health-care
professionals about the value of MDAE reporting,
and produce and disseminate independent,
trustworthy, and evidence-based safety data for
medical devices. The CDSCO regulates MvPI,
while the IPC serves as the national coordination
center®”.

A systematic programmatic method has
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been used to recognize medical colleges, hospitals,
and other institutions as medical device adverse
event monitoring centers (MDMCs) across the
nation to enable adverse event reporting from a
region®. The MDMCs are primarily in charge of
keeping track of and informing MvPI of any
adverse occurrences that occur inside their
institution. A clinician, pharmacologist, biomedical
engineer, or other health-care professionals are
given these duties by the concerned center as
coordinator or deputy coordinator. The MDMCs
are also in charge of educating the public and
advocating for MvPI and developing a culture of
reporting adverse events®.

The MvPI aims at:

1. Establishing a national strategy for assessing
patient safety

2. Analysing the medical device’s benefit-risk ratio
3. Producing evidence-based data regarding
medical equipment linked to unfavourable
outcomes

4. Assisting the CDSCO in making decisions about
medical device regulation in the nation

5. Exchanging safety-based information with
different industry stakeholders

6. Working with other health-care organizations
and international organizations to exchange
information and manage data’.

The current study was carried out with the
objective to determine the knowledge of
materiovigilance among the people and spreading
awareness of materiovigilance among mainly non-
medical community.

1. MATERIALS AND METHODS
This survey was conducted using a cross-
sectional questionnaire among medical students
and non-medical people. A self-administered, pre-

tested, structured, pre-validated questionnaire was
distributed to 400 people. The survey comprises of
6 inquiries about knowledge of materiovigilance. A
survey software “google form” was used to analyze
the data.

EXCLUSION CRITERIA

All students and other people were not
willing to participate in the study. The participants
who fulfilled the inclusion and exclusion criteria
were included in the study. Details and purpose of
the study were explained to the medical students as
well as non-medical people and informed consent
for the participation in the study was taken through
Google forms and questionnaire was sent to the
participant through Google form through Email or
WhatsApp. The questionnaire consisted of 6
questions.

The study variables were summarized by
routine descriptive statistics. Data were entered into
a Microsoft Excel spreadsheet and, then, analyzed.

1. RESULTS

The survey questionnaire was sent to all
400 people who are studying in medical colleges
and some local people, among them 312 responded
completely. 88 people were not willing to take part
in the research so they were excluded. There were
247 medical students, 65 were non-medical people.
The average response rate was 78%. In our study,
female participants were 188 (77.4%) and 55
(22.6%) were males. Out of 243 participants.

Only 3 % (13) of the community had
complete understanding of numerous elements of
MvPIl and materiovigilance. About 9% (35) of
people had adequate knowledge. 21% (82) of
community had moderate knowledge. About
21.34% (84) people only knew about medical
devices. 24% (98) were even did not know what
are medical devices.
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FIG. 2: Correct responses and incorrect responses
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FIG. 5: Place of residence (urban and rural)

V. DISCUSSION

For many years, medical devices have
been utilized in patient treatment. Nevertheless, the
idea of MDAE reporting is still relatively new in
India, and very little information concerning
medical professionals' attitudes and levels of
understanding of materiovigilance is publicly
available™.

Participants in this study who were
medical professionals knew very little about
Materiovigilance. Many of them were unaware of
the present MvPI, which is being monitored by the
Indian government as part of MDAE. Like this, a
lot of them were clueless on where to file a report
for MDAE. Maybe this is because, in contrast to
pharmacovigilance, materiovigilance has not yet
captivated the public's attention®*.

MDAE underreporting is pervasive across
the globe. The Food and Drug Administration
claims that only 0.5 percent of the device's adverse
occurrences are recorded?. Participants in this study
demonstrated a favorable attitude about MDAE
despite their lack of understanding. Most of them
believed that adverse events from medical devices
may occur and that reporting those events would
improve patient safety™*,

The individuals in our study have very
poor practices when it comes to reporting adverse

events. This can be the result of inadequate
reporting procedures and awareness.

V. CONCLUSION

Among the studied participants, there was
a lack of knowledge and awareness about the
Materiovigilance Programme of India, only 3-5%
of medical students were aware of MvPI. To
enhance spontaneous reporting of MDAEs, create
awareness among whole community through
monthly conferences, through pasting poster on
walls, through workshops and academic activities
for medical students.
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