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What is Materiovigilance?

“Materiovigilance is the science and activities related to
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of adverse events or any other medical device related problem
once the device is available for public use”




What comes under medical device?

As per Medical Devices Rules 2017, medical device means:
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How medical device differ from drug ?

Based on Chemistry & Pharmacology Based on Engineering

Safety and Efficacy Safety and Performance/Accuracy
Clinical Trials (4 Phases) Clinical Evaluation (Feasibility)
GMP QMS

Local and Systemic Toxicity Biocompatibility

Long Product Life Cycle Short Product life Cycle

Drug Interactions Device Malfunction



Regulation of medical d

evices

Regulation of all Class C & D Medical Devices Under
Licensing regime, w.e,f 01.10.2023

F. No. 29/Misc/03/2022-DC (94)
Central Drugs Si d Control Or i
Government of India
Ministry of Health and Family Welfare

sesanes

FDA Bhawan, New Delhi
Dated the  April, 2023

CIRCULAR .'1 2 APR 2023

Subject: Licensing regime of Class C & D non-notified medical devices which are
currently under mandatory registration, as per GSR 102(E) dated 11.02.2020, under
Medical Devices Rules 2017, w.e.f from 01.10.2023 - Regarding.

As you are aware, that the Class C and D non-notified Medical Devices which are currently
under mandatory registration, will be under licensing regime w.e.f 01.10.2023, as per GSR 102(E)
dated 11.02.2020.

It is pertinent to mention that. as per Medical Devices Rules (MDR) 2017, for grant of
manufacturing license of Class C and D medical devices. the inspection needs to be carried out
within 60 days from the datc of application by the Medical Devices Officers (MDO) of Central
Licensing Authority (CLA), to ensure the compliance with Fifth Schedule of MDR 2017.

In order to have smooth ition from i ion to licensing regime, it is

that. the manufacturers/importers may apply for grant of manufacturing/import license with all
requisite documents and fees as per MDR 2017, through www.cdscomdonline.gov.in portal. The
application received will be processed proactively. so that. licensure can be issued within the

stipulated time line in order to avoid any disruption of the supply chain of such medical devices and
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access to the patients.

(Dr Rajeev Singh Raghuvnshi)
Drugs Controller General (I)

To
_/All Stakeholders/Associations.
Copy to:

1. All Zonal/Sub-Zonal offices of CDSCO
2. All Port offices.

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

F. No. 29/Misc/03/2022-DC (257)
Central Drugs Standard Control Organisation
Government of India
Ministry of Health and Family Welfare

FDA Bhawan, New Delhi
Dated the 30% September, 2022

CIRCULAR

Subject: Regulation of all Class A & B Medical Devices under Licensing regime, w.e.f
01.10.2022, as per G.S.R. 102(E) dt 11.02.2020 - Regarding.

The Ministry of Health & Family Welfare (MoHEW) has published notification vide 5.0. 648 (E)
dated 11.02.2020 specifying all medical devices under sub-clause (iv) of clause (b) of section 3 of
the Drugs and Cosmetics Act. 1940, which 1s effective from 01.04 2020.

In order to regulate all the medical devices, MoHFW has published GSR. 102 (E) dated
11.02.2020 for regulation of such devices in phase wise manner. As per the said notification the
Class A & B medical devices will be under licensing regime from 01.10.2022

In the meantime. representations from various Associations and Stakeholders have been recerved
by this office, requesting that the business continuity should mot be disrupted due to the
implementation of licensing regime w.e.f. 01.10.2022 for Class A & B medical devices.

In view of the above, it has been decided that, in case, if an existing importer/mamuifacturer who is
already importing /manufacturing any of Class A or Class B Medical Devices, has submitted
application to Central Licensing Authority or State Licensing Authority on or before 30.09.2022, as
the case may be. for grant of import /manufacturing licence in respect of the said device(s) under
the provisions of MDR. 2017. the said application shall be deemed wvalid and the
importer/fmanufacturer can continue to import /manufacture the said device(s) up to 6 menths from
the date of issue of this order or till the time, the Central Licensing Authority or State Licensing
Authority. as the case may be, takes a decision on the said application, whichever is earlier.

Digitally Signed by Dr. V G

Somani
Date: 30-09-2022 20:41:38
Reasan: Agpraved :
(Dr. V. G. Somani)
Drugs Controller General (I)
To
All Stakeholders/Associations.
Copy to:

1. All State Drugs Controllers.
2. All Zonal/Sub-Zonal offices of CDSCO
3. All Port offices.




Classification of medical devices
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Thermometers Bandages Wheelchairs
Low-Moderate Risk f p
Syringes Pregnancy Test Kit Surgical Gloves
Moderate-High Risk "f —— g 9p op
Class C ‘}E\i' é‘:/ 3 § E
Velr1tile‘1tor Intraocular lenses Bone fixation plate
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Implantable Pacemaker Cochlear Implant Intra-uterine contraceptive device
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5 Need for Materiovigilance

OME / NEWS / INDIA | OTHER STATES

New-born baby charred to death in Pune Johnson & Johnson admitted: Many young

hospital after incubator overheats gﬁgf:;fswere atfected by faulty hip

September 27,2017 03:50 pm | Updated 04:06 pm IST - Pune The Health Ministry committee also found that J&]J reported 121 “serious” adverse events to CDSCO
from January 2014 to June 2017. But, the report says, “only 48 of such reports are available with
CDSCO”.

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

Arrow Catheter System Recall Issued Over Risk of
Pulmonary Embolism and Death

(__ THE TIMES OF INDIA 11}
ED ov= wrin ok merow bos Chws Gge Agensh Ahmechbed Apvw  Alheba e

S STORY 15 PRGN by 20 2030

The manufacturer has received at least 83 complaints of the recalled Arrow
Patna: Infrared thermometers give faulty readings due to i o -, i o
heat, cause chaos Catheter Systems separating while inside a patient’s vein, resulting in more than
s S 2 a dozen injuries.

me===w== Explained: How an MRI machine killed a
man in Mumbai

Bombay High Court has directed BMC to pay interim compensation of Bz 10 1akh to the family Rajesh
Maru, who was killed after he was sucked into an MRI machine at EYL Nair Hospital in January 2018,




}f} 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 06™ July, 2015 at IPC, Ghaziabad by

The Drugs Controller General (India)




Journey of Materiovigilance in India

Ministry of Health &
Family Welfare, Gol,
launched the
Materiovigilance
Programme of India at
Indian Pharmacopoeia
? Commission,
Ghaziabad

2015

2015-17

Sree Chitra Tirunal
Institute for Medical
Sciences and
Technology (SCTIMST)
acted as National
Centre

Periodic Capacity Building Programme for Stakeholders on MvPI concepts,

operations, modalities of reporting, QMS and risk management

Indian
Pharmacopoeia
Commission started

] working as

National Centre

2018

R

2019

IPC launched various
online reporting tools
for recording adverse
events with medical
devices

IPC launched
dedicated tool for
reporting PPE kit-

? related adverse events
during COVID-19

2020

Issuance of State Govt.
& orders for mandatory
participation in MvPI,
Integration of MvPI with
Public Health
Programmes and
Academic projects and

educational
intervention

2021-23 | 2024-25

>

IPC-MVPI as
Certification Body for
ICMED 9000 & ICMED

13485, Centre of

Excellence in
Materiovigilance and
MvVPI as a Medical
Device Testing

Laboratory

=
Union Minister of
Health and Family
Welfare and Chemicals
and Fertilisers
inaugurated digital
platform for Medical
Products Safety
Monitoring (ADRMS)

Expansion of MvPI pan India - at present, 501 centres are operational
under MvPI, more than 500 in queue

>



IPC SCTIMST

" To coordinate with all partners and
keholders of the prog

" To provide Research & Development/

Expansion and upgradation of tools and testing support facility to the programme
techniques of programme ® To provi Ide teclmlcal sugrort in data

= Recognition of new MDMCs pan India y i

" Recr and deploy of
man|

® Data collation, analysis &
signal detection

® Publication of resource material

Materiovigilance
Programme

of India

" To provldebecfh s‘i)g:sl upport on = = 2?::}:, c:r‘s’ue;e;&s‘afetv , efficacy and quality
Mannuals "™ To take appropriate regula“f measures

® To lend support in identification of new based on recommendation
MDMCs Audit/Inspection of ing/
sites of medical devices

NHSRC CDSCO




Our presence

Monitoring Centres Regional Training Centres

Total MDMCs = 501
AMU, Aligarh

NIPER, HAJIPUR

PGIMER, CHANDIGARH i Arunachal

AlIMS, BHOPAL

UT of Dadra and

AMTZ, VISHAKHAPATNAM
NIMHANS, BANGALURU

“ : ALSHIFA COLLEGE OF
%’ ‘ PHARMACY, KERALA




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

S



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



5 Terminologies used in Materiovigilance

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

(1) a death; or

(I) 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
njury or permanent impairment to a body structure or a body function; or

(1) foetal distress, foetal death or a congenital abnormality or birth defect
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5 What to report ?

> 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 ?

“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”

S



How to report ?

Sign in

steppingtowards. [
patient's safety K ‘

@ Dot Desnlopet & Martoned by C-LMCe .

1800 180 3024

Medical Device Adverse Events
(MDAE) Reporting Form

Adverse Drug Reaction Monitoring System (ADRMS)

Helpline Number




Launch of digital platform for medical products

safety monitoring

Inauguration Session
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Adverse Drug Reaction Monitoring System (ADRMS)

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 . 4



55 Minimum requirement of a valid MDAE

~ An untoward event
or outcome

| A suspected
medical
device/IVD

An identifiable
reporter/patient




T comd.

|
:
onine MoA® o
reporting form = ST
Is divided in to

Patient Information, History & Outcome

09 sections - 07

09 MAH Investigation & Action taken

e




Information to be captured in MDAE Form.

Patient
information || Action taken || Relationship
& outcome

Reporter Device Event Serious or
information information details non serious

[




Once IPC-MvVPI receive Medical Device Adverse Event

I Reporting Form received via email, speed post | I Toll Free No. | I Mobile App | | Complaint received via hard copy
| MDAE Report |
I Review of MDAE report at primary level ]
Sent back to reporter for If incomplete Completeness of MDAE report, incorporation
required information of Reviewer’s comment

\4

I Review of MDAE report at Secondary level I

< Ko I Whether subject expert’s opinion required or not

Jr Yes
| |
l Subject Experts 1 I Subject Experts 2 I

| Compilation of all reports along with subject expert’s comment |

}

Reports discussion in MvPI Partners Meeting

Regulatory action required J, Surveillance required
| |
Forwarded to NRA | Forwarded to Monitoring Centres i.e. MDMCs & AMCs




55 Benefits of Materiovigilance

Generation of medical device safety data based on exclusive population
Evidence based regulatory decisions can be taken

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

Benefit risk ratio of medical devices can be assessed

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

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

Safe and effective use of medical devices can be achieved
Public confidence can be stored and enhanced



Why Materiovigilance is important?

Safety of native people

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

Government

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

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

.



Government initiatives for implementation of Materiovigilance Programme
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b A 7_0:5; Ministry of Health and Family Wettare . .
RASSHEMUSHAN. WS o 1 Ouchr 5 Subsequent to Health Secretary Letter, following states government has issued the G.O. to
SECRETARY Isav
Dear Colleague medical superintendents and head of the hospitals to enroll and report medical device
mlndim?h“mcmuknu?c.).mwwymﬂ:n:
e et haes g i (o)t M e adverse events to MvPI.
e o WHIOCuhrlog e fr Pramacorgince s TVl

S e of
Health & Regulatory Services in South-East Asia Region. The objective o
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safety of the drug and medical devices and thereby reducing the risks assoc!

them.

et B ==
i far as PPl and MvPI are

:nnc:rlll:d, e IPC 1 :»I:nn; cuum:“-: :;.bw:mmw: ndverse Reactions on account No.

of usage of drugs & medical devices, and sharing the evidence-based scientifc inputs with

the Central Drugs Standard Control Organization for further regulatory interventions

i et i Kerala ~ No.533/2022/H&FWD  March 10,2022
3. Safll.NHMMIN:!B:WMIM7AMMRMMMMHMMC&IM

NCC-MvPI has received 43 enrolment form
oo from hospitals
e Tyl S Hal e gl =iy p

o e s ot 1 s s e Puducherry No.843/DMS/PA/2022 December 19, 2022
mnmmldﬂAm!lm&hmnﬂﬂmmo{sﬂMm

Territories in India under PvPl and MvPL

NCC-MvPI has received 01 enrolment form

from hospitals
s. Recently Additional Secretary, Government of Kﬂ‘.\l hn_ukm an Illlﬂ“lvt w0 . -
i o Vi 1, 202 b S Mo Do, Mol e Mol Tamil Nadu No.21189/M-1/2022- November 16,2022 NCC-MvPI has received 15 enrolment form
Thiruvananthapuram respectively for grant of permission to DME and DHS m-mlm
for enrolling in to MvPI through the institutional arrangements. of National Health Mission

2 from hospitals
Kerala (copy enclosed).

6. The following are the key benefits of enrolling under MvPlL:-

) Karnataka ME/Tender/39/2022- January 31,2023  NCC-MvPI has received 07 enrolment form
(i) Monitoring the safety of medical products through PvP1 and MvPI is an
ethical and professional duty of healthcare providers and hospitals; 23

from hospitals

Room No. 156, A-Wing, Nirman Bhawan, New Delhi-110 011
Tele : (0) 01123061863, 23063221, Fax : 01123061252, E-mail

» Secretary, Ministry of Health & Family Welfare, Government of
India has issued a letter dated October 14, 2022 to State
Secretaries regarding the enrollment of district level hospitals
under Materiovigilance programme of India.




Educational & Communication Materials

ﬁ e-Newsletter ‘! @e-Newsletter
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. IF YOU EXPERIENCE
B\, any adverse event
associated with

Do you know ?

\ Q « Materiovigilance, W The safety & performance of Pregnancy test kit
‘ Programme

of India

Possible Adverse Events Regulation:
Pregnancy test kit may cause Pregnancy test kit is regulatedas +
serious adverse events/ Class C under Medical Devices
incidents: Rule 2017

medical devices

Programme
of India

False Positive- Incorrect test ek .
@ usage, previous abortions/ Such incidents can be reported via

miscarriage \ following tools by Healthcare Professionals, WHAT TO REPORT ? HOW TO REPORT ?

N Patients/Consumers: Tools for reporting medical device
False Negative- Incorrect ~ Al types of adverse events related adverse events (MDAEs):
@ readings f = = with medical devices 4
. s § ¥ ~  Whether known or unknown, serious L) m MDAE MONITORING
@ Reading errors F (EEINIRES § f: - or non-serious & frequent or rare e CENTRES
- cgocis 'M‘ T Availablo on: www.ipe.gov.in
@ Malfunctioning — - - WHY TO REPORT ?
: ; L ] »  Promote safe use of medical devices ADR PvPI
@ Disappearing of Control/Test and minimizing the risk associated MOBILE APPLICATION
with the use of medical devices Available on: Google Play Store
~ Update healthcare professionals and
Issued in Public Interest: other stakeholders on medical device
- - - - adverse events reporting
Indian Pharmacopoeia Commission
== National C Centre, P of India, Ministry of Health & Family Welfare, Govt. of India

VOL 4 | ISSUE 3 | 2022 m Sector-23, Raj Nagar, Ghaziabad-201002

Email: lab.ipc@gov.in shatrunjay.ipc@gov.in Website: www.ipc.gov.in

e-Newsletter

VOL 4 | ISSUE 2 | 2022

Filled reporting form/query
can be forwarded to:
shatrunjay.ipc@gov.in
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Review Article
Research Article
Policy & Practices
Guest Editorial

Book Chapters
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How to improve regulatory practices for refurbished medical devices

Shatrunajay Shukla,” Vivekanandan Kalaiselvan® & Rajeev Singh Raghuvanshi
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recded. and suthorites should implement these guideb
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Tt lon <can be used for the purpose originally intended by the product
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tems and are used for prev y e n
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Indian J Ophthalmol 2020 Nov; 68(11): 2343-2345
doi: 10.4103/ijo 1JO_298_20

Intraocular devices associated adverse events reporting system in India

1 K lvan and Rohit Saxena'

» Author information » Copyright and License information PMC Disclaimer

.
parts or sub-assemblies: (i1) chocking their suitability for rewse:

PMCID: PMC7774212

PMID: 33120612

Lessons from the field

Implementation of adverse event reporting for medical devices, India

Shatrunajay Shukla," Madhur Gupta,” Sabitri Pandit,* Milu Thomson,” Abhimanyu Shivhare,
Vivekanandan Kalaiselvan® & Gyanendra Nath Singh'

adverse
‘Approach implementation of national regulations on medical devices stated in January 2018 Suppor
fing centres, the Indian Pharmacopoeia Commission coordinates adverse ew

al device-assocated

ted by a nationwide network of
reports from maruifacturers, legal representatives

action to the national regulatory authority

hip implants, ca

the materiovigiance programme.
Relevar From July 2015 to October 2019, the commissian rec
holders; 1277 were seriox
(926 events; 47.95%) Toencourage

1931 adverse event reports, mo

15, no systematic structuse was in place 1o collate adverse events associated with medical devices. Several reports.
c stents and poor-quality devices prompted the health ministry 1o launch

ly from marketing
events. Reporting increased markedly after 2017, Cardiac stents were the most reported device

ture of reporting, the comemis ised aviareness about the prog

developed usr-iendlyreparting ocks and guidelines, and conducted raining for hosptal personnel on medical devie aderse event

reporting,

qulat training 1o stakehalders develops a sense
ensures quality data reporting. Reporters must be assured that reporting
given acknowledgement of thei roe in h

r5e event

ity device associated adverse event reporting

vards reporting medical device adverse events and
does not have any legal implications for them and

Abstractsin 4 5, X, Frangas, Pycouni and Espaiol at the end of each artice.
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Indian Heart Journal

journal home

o: www.alsevier.com/locate/ih

Opinion Paper

Materiovigilance Programme of India: A scheme to assure
cardiovascular devices safety surveillance

V. Kalaiselvan *°, Santanu Kumar Tripathi ®, Jai Prakash *
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REVIEW ARTICLE

Acute intraocular toxicity caused by perfluorocarbon liquids: safety
control systems of medical devices

Girish K. Srivastava' - Vivekanandan Kalaiselvan - Cristina Andrés-iglesias’ - Shatrunajay Shukla’ - Rohit Saxena® -

Jose Carlos Pastor'**

© The Authorls.

Rocaid§ Novesbes 1/ Rvised: 20 Jwary 2022/ Accapaah 4 liaey M2 ublivd oo S iy 2022
‘Springer Nat

ief Research Article

Health-care Professionals’ Perception toward Medical Device
Postmarket Surveillance Practices: A Cross-sectional Study in

India
., Shubhang Arora’,
Drectox e,
Comemission, and Family Weltwre. Department of ‘Yashods Super
WWWU‘:W Departrment of Brubaneswar Odisha, India
A cross-secions, web-based srvey was conducted 0 assss the hesih-care HCPs) percept i S

India. Atotal of 17 [19.8%), nurses [22.5%], pharmacists {21 4%],
and biomedical engineers [13.8%]) were recorded and analyzed. About 71.2% of participants were aware about the ongoing PMS program.
§7.5% were aware that medical devices e under regulation in India, and §3 3% were aware about who can report medical device adverse

About $6.3% of that they take regular feedback fler using high-risk medical device. Majority
of participants (69.4%) were aware about tools for reporting MDAE and the online reporting form is the most preferable 100l among users.
About 76.2% of participants were agrecing that reporting of MDA is their professional/cthical respoasibility. This study reveals that Indian
HCPs show a good understanding of PMS practices and a positive perception toward MDAE reporting. However, underreporting still remains
a challenge in India

Key words: Adverse events, Materiovigilance Program of India, medical device, postmarket surveillance

Review > Indian J Pharmacol. 2022 May-Jun;54(3):221-225. doi: 10.4103/ijp.ijp_837_21
Materiovigilance Programme of India: Current status
and way forward

P K Saifuddin !, Moksh Tandon 1, Vivekanandan Kalaiselvan 2, Benjamin Suroy !
Vidya Pattanshetti 3, Ajay Prakash !, Bikash Medhi !

Affiliations + expand
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Abstract
> Indian J Pharmacol. 2023 May-Jun;55(3):162-166. doi: 10.4103/ijp.ijp_818_22.

A cross sectional analysis of medical device
associated adverse events with radiotherapy devices
- A materiovigilance study

MV Raghav ', A Geetha ', V S Purushotham !, K Mamatha !, J Rajesh 2, Rajeev Raghuvanshi 3
Vivekananda Kalaiselvan 3, Shatrunjay Shukla 3, V Hariharan 2, B Naveen Gowda '
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Team IPC - MvPI



THANKS!

Any questions?

You can find me at
mvpi-ipc@gov.in
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