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Products & services of IPC
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Indian Pharmacopoeia & Addendum

Indian Pharmacopoeial Reference Substances (IPRS)
& Impurity Standards (IMP-RS)

National Formulary of India (NFI)

Pharmacovigilance Programme of India (PvPI) &
Materiovigilance Programme of India (MvPI)



What is Materiovigilance?
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What comes under medical device?
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How medical device differ from drug ?
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Regulation of medical devices 
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Regulation of all Class C & D Medical Devices Under 
Licensing regime, w.e,f 01.10.2023

Regulation of all Class A & B Medical Devices Under 
Licensing regime, w.e,f 01.10.2022



Classification of medical devices 

7



Need for Materiovigilance
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No medical device is completely devoid of risk. Therefore, it is essential to 
have a monitoring system to ensure patients and users safety.
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Materiovigilance in India

The Materiovigilance Programme of India (MvPI) to monitor the safety of medical devices

manufactured/imported/sold in the country was formally launched on 06th July, 2015 at IPC, Ghaziabad by

The Drugs Controller General (India)
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Journey of Materiovigilance in India
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A Collaborative approach
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Our presence

Monitoring Centres Regional Training Centres



Terminologies used in Materiovigilance

Adverse event

Any unexpected or inappropriate medical occurrence, unintended disease or injury, or on
inconvenient clinical signs (including abnormal laboratory findings) in subjects, users or
other persons, whether or not related to the medical device

Type of adverse event

Serious or Non serious, Expected or Unanticipated, Frequent or Rare
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Terminologies used in Materiovigilance

Recall means any action taken by its manufacturer or authorized agent or supplier to
remove the medical device from the market or to retrieve the medical device from any
person to whom it has been supplied, because the

medical device,—

(a) is hazardous to health; or

(b) fails to conform to any claim made by its manufacturer relating to its quality, safety or
efficacy; or

(c) does not meet the requirements of the Act and regulatory guidelines
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Terminologies used in Materiovigilance

Serious adverse event means an untoward medical occurrence that leads to,—

(I) a death; or

(II) a serious deterioration in the health of the subject that either-

(A) resulted in a life-threatening illness or injury; or

(B) resulted in a permanent impairment of a body structure or a body function; or

(C) required in-patient hospitalization or prolongation of existing hospitalization; or

(D) resulted in medical or surgical intervention to prevent life threatening illness or
injury or permanent impairment to a body structure or a body function; or

(III) foetal distress, foetal death or a congenital abnormality or birth defect
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Who can report ?
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What to report ?
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➢ any dysfunction or any change of the characteristics and/or performance of a device,

and any inadequacy in the labelling or instructions, which might lead to or have led to death

or serious relapse in the state of health of a patient, a user or a third party

➢ Not only must one notify serious incidents which have actually taken place but also the cases

where there was a risk of a serious incident but that incident was avoided thanks to the attention

and action of the relevant people



Why to report ?

18

“Adverse event (incident) reporting is the communication of an event or an issue to those who

can make a contribution towards a meaningful outcome”

“To err is human, but not to learn from mistakes and not to communicate the lessons learnt 

from those mistakes is inexcusable” 



How to report ?
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1800 180 3024
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Launch of digital platform for medical products 
safety monitoring

Union Minister of Health and Family Welfare and Chemicals & Fertilizers, J. P. Nadda launched the Indian Pharmacopoeia Online Portal

and the Adverse Drug Reaction Monitoring System (ADRMS) software during the ‘First Policy Makers’ Forum’ in New Delhi.

August 19, 2024



Minimum requirement of a valid MDAE
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Contd.

Online MDAE 
reporting form
Is divided in to 
09 sections -



Information to be captured in MDAE Form.
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Reporter 
information

Device 
information 

Event 
details

Serious or 
non serious

Patient 
information 
& outcome

Action taken Relationship
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Once IPC-MvPI receive Medical Device Adverse Event



Benefits of Materiovigilance

ꙭ Generation of medical device safety data based on exclusive population

ꙭ Evidence based regulatory decisions can be taken

ꙭ Educational initiatives to healthcare professionals for improving safe use of medical
devices

ꙭ Benefit risk ratio of medical devices can be assessed

ꙭ Updation on patient/user information leaflet - New MDAEs, warnings, contraindications
and precautionary measures

ꙭ Population specific safety data can be generated- paediatric, geriatric, pregnant and
lactating women

ꙭ Safe and effective use of medical devices can be achieved

ꙭ Public confidence can be stored and enhanced
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Why Materiovigilance is important?

ꙭ Safety of native people

ꙭ To provide safe and effective medical treatment is one of mandate of Nation’s

Government

ꙭ Some of the studies revealed that MDAEs are leading to hospitalization or prolongation of

hospitalization and constitutes a significant economic burden on patients as well as on country

ꙭ To avoid sub-standard and incompatible devices, flooded in local market, It is of utmost

priority to have a vigilance system in place to record feedback from patients and users
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Government initiatives for implementation of Materiovigilance Programme
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Educational & Communication Materials
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Information sharing



CREDITS
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Team IPC - MvPI
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THANKS!
Any questions?

You can find me at

mvpi-ipc@gov.in
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