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MATERIOVIGILANCE PROGRAMME OF INDIA (MvPI)

National Coordination Centre -
Materiovigilance Programme of India
(NCC-MVPI) conducted a training

programme on "Overview of

el 38" 8 ._ — Materiovigilance Programme of India”
A | ' A ' £S5 & ‘ - at Fortis Hospital, Okhla, New Delhion
~ October 13, 2022. Ms. Nikita Mishra,

.....

Materiovigilance Associate & Mr. Rohit
I ,1 Sharma, Junior Materiovigilance
W8 Associate sensitized the healthcare
) d/ professionals of Fortis Hospital on

11111

» Materiovigilance programme and
tools for reporting medical device adverse event. In total, 40 healthcare professionals attended this training
programme. Overall, this was an interactive training programme that welcomed many questions and queries

from the participants. MvPI associates resolved all the queries raised by participants and made them
understand about the need of materiovigilance programme in India.
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National Coordination Centre - Materiovigilance Programme of India (NCC-MvPI) conducted a national
conference on "Strengthening of Medical Products Safety surveillance System in North Eastern States of
India on October 19, 2022 at Government Pharmacy College, Sajong, Sikkim. In this conference, Dr. Rajeev
Singh Raghuvanshi, Secretary-cum-Scientific, Director presented the special remarks followed by the
sessions given by eminent speakers. Speakers from Central Drugs Standard Control Organization, New
Delhi, Andhra Pradesh MedTech Zone, Andhra Pradesh, Bureau of Indian Standard, New Delhi, Sree Chitra
Tirunal Institute of Medical Sciences, Thiruvananthapuram & Indian Pharmacopoeia Commission
participated in this conference and enhanced the knowledge of participants. Conference sessions were
interactive due to the queries raised by the participants. Eminent speakers of this conference resolved their
queries and enhanced their knowledge. More than 100 participants participated in this conference and
enhanced their knowledge on medical device & in-vitro diagnostics safety surveillance.
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Medical Device Innovation in India

Innovation in India” can help drive : l

* Make in India

* Enhance Quality

» Reduction in Cost for Domestic and
developed market. |

* Increase of Export.

» The medical device sector in India needs

to be empowered through private-public
partnerships among the Indian
Government, Indian researchers, Indian
clinicians and MNCs
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National Coordination Centre - Materiovigilance Programme of India (NCC-MvPI) conducted an induction-
cum-training programme for newly identified coordinators on November 9-10, 2022 via digital platform.
NCC-MvVPI, IPC has recognized 119 new Medical Device Adverse Event Monitoring Centres (MDMCs) pan
India. For the seamless functioning of materiovigilance programme at the newly identified centres, NCC-
MVPI organized an Induction-cum-training programme for newly identified coordinators, deputy
coordinators and materiovigilance associates. The Induction-cum-training programme organized to develop
the basic understanding of newly identified coordinators, deputy coordinators, Materiovigilance associates
on Medical Device Rules, Materiovigilance Programme, Available tools for Reporting, Post-marketing
surveillance and baseline Study of medical devices.
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National Coordination Centre - Materiovigilance
Programme of India (NCC-MvPI) in association
with Ruby Hall Clinic, Pune conducted a national
S v — conference on “Strengthening medical product

STRENGTHENING
NVIEDICAIJERODUCT

ST Pune on November 12, 2022. In total, 150

. safety surveillance” at Sheraton Grand Hotel,

participants including healthcare professionals,

medical device industry and students attended
Y the national conference. Mr. Om Prakash
Sadhwani, Mr. Pramod Kumar, Dr. Parvesh
Mehra, Mr. Manish Soni, Ms. Nikita Mishra were

S the speakers for the conference. All the sessions
of the conference were interactive that raised many queries from the participants and the speakers resolved
all the queries asked by the participants. Conference sessions followed by the panel discussion, eminent
speakers Mr. Om Prakash Sadhwani, Mr. Pramod Kumar and Ms. Nikita Mishra were the panellist and

answered all the questions asked in the panel discussion.

11/12/22
11:17 AM
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MvPl participation in
Indian Pharma Expo

» IPC Team had set up a stall in Indian
Pharma Expo from September 30 to

October 01, 2022 at Pragati Maidan,

New Delhi to showcase the resource
material of IPC. Mr. Rohit Sharma,
MVPI representative also took part in

the event and made aware the

visitors about Materiovigilance

EIA COMMISSION (IPC)
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> An event on Global Digital Health s EIRPORERNTRS .= it
Summit: Expo & Innovation Awards | 1
organized by Global Digital Health
Summit on October 28 & 29, 2022 at
Vigyan Bhawan, New Delhi with a
theme on "Digital Health for All”, Mr.
Rohit Sharma, MVPI representative
attended the conference and
enhanced the knowledge on
connectivity of healthcare services at
digital platform such as Telemedicine,
Ayushman Bharat Digital Mission,
Google Health, e-sanjeevani

application.
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Government Notification
on MvPl

GOVERNMENT OF PUDUCHERRY
DIRECTORATE OF HEALTH & FAMILY WELFARE SERVICES

T Government of Puducherry

CIRCULAR

S e s o O Directorate of Health & Family Welfare Services

Materiovigilance Programme of India (MvPl}- Reg

EREEE

1 N e T Wit 1 B AV Government of Pudu Cherry has issued an order

as 8 Medical Device Adverse Event Monitoring Centre (MDMC).

® &
The aim of the MvPl is ‘preventing patients from medical devices/IVDs related to med'ca’ super’nfenden's and head o’ the
injuries’. The role of the MyvPl is to monitor the safety of medical oevices In the couniry
and to safeguard the health of the public by ensuring that the benefits of use of Medical
Devices outweigh the risks associated wilh IS use [ts main objective is to improve the L ] b & ®
protection of the heaith & safety of patients, heaithcare professionals and others Dy 'ns ',tutlons osp' ta s to enro an report
reducing the likelihood of reoccurrence of an adverse event ascociated with the use of

Medica! Devices

i @
A Medical Device Adverse Event i any unexpected or mappropriate il me ,ca ev,ce a verse events to
occurrence, unintended disease or injury, or an inconvenient clinical sign {including

i r 1 - - [ i
abnormal laboratory findings) in subjects, users or other persons, whether or not related

to the medical device

R e 1 o e 2 Materiovigilance programme of India.

healthcare professionals, Patients eftc., will repor device-related adverse events and
product problems to the Licensing Authority/National Co-ordination Centre (NCL) -

Materiovigilance Programme of [ndia (MvPI)

i
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Governmaent of India

Government of India P B T

RAJESH BHUSHAN, 1as Hﬁgdi“
SECRETARY Mahotsav

14* October 2022

Department of Health & Family Welfare S

The Indian Pharmacopocia Commission (IPC), an autonomous body md:r the
Ministry of Health and Family Welfure, has been functioning as the Mational C:fnr#mmm
Centre (NCC) for Pharmacovigilance Programme of India (PvPl) and Materiovigilance

i i - i i i ively. TPC has
of India (MvP1) 1, 2011 and January, 2018 respecuvely. :

m r mmqnim{ u:n “‘:—IIT}E-C:F:M':": Centre for Pharmacov igilance in '.'“"1"1.

Health Programmes & Regulatory Services in South-East Asia Region. The objective ©

PvPl and MvPI is to improve the patient safety of Indian popu lation by monitoring the
safety of the drug and medical devices and therchy reducing the risks associated with
them.

Secretary, Ministry of Health and Family welfare, e S R S R

the Central Drugs Standard Control Organization for further regulatory interventions in
order to improve the patient safety

Government of India has issued a letter to i S S e e

4, In order 1o expand both these programmes and scale-up the reporting of Adverse

State Secretaries regarding the enrollment of e T e

Territories in India under PvPl and MvFL.

5. Recently Additional Secretary, Government of Kerala has taken an initiative o
teewe an order on March 10, 2022 1o State Mission Director, National Health Mission,

district level hospitals/institutions under o T e B o e

for enrolling in to MvP1 through the institutional arrangements of National Health Mission
Kerala {copy enclosed).

Materiovigilance programme of India. 6 et ey et g b M

(i) Monitoring the safety of medical products through PvPl and MvFl is an
ethical and professional duty of healthcare providers and hospitals;

.c'_m.rl pd

Room No. 156, A-Wing. Neman Bhawan, New Delhi-110 011
Tele - (O) 011-23061863, 23063221, Fax : 011-23061252, E-madl : sacyhiwiinic in

Ho

Mal Gan [Prof Alul Kobtwal, SM, VS Mational Health Systems Resource Centre
Exscutive Dirscior Technical Suppor Instituton with

e National Health Systems Resource Centre

Fila Mo MHSRCMCTOen Corra22-23%01
Dade: 0E* December 20232

Yy s, sl r?i"*"'-":-":_

- Ministry of Health and Family Welfare

in orded to Mmondor the salely and ensuring quality of medical devices used in the country, e
Minisiry of Heaan & Farmsly Welfare . Gowermment of indka has aporoved and commenced th
Mitediovigilance Programeme of Ind (MvET) in ihe couniry

The My was aunched on July DB 2015 ot the Indisn Pharmacopaia Commiasion (1PC),

@
'-'.iﬂﬂ'-llbldIhi'-lwlﬂmmﬁﬂ--lmimﬁljmlnﬂj.:h-_u|mm|mn v rn m ni n I
patient smlety by monitoning. recording, anahaing he root cause of adverse events or risks
amnociated with tha use of madical devioes and sugpeshng |ndian regulatony body Por
aRpropfiate Sclon with o scbe ivtenton of kmpoving patent Salety

Technical support for e programme @ being prowsded by e Division of Haslhcars
Technoiogy, 8 WHO collaborating centre for prionty medical devices and health technology
pofcy in tha National Health Sysiers Resource Caonire, Mew Deini The Medicsi Device
Adverss Event Monitoring Centre (MO of IPC s functionng across the siates wishin the
Medcal Colleges (bofh public & privase) with volunkery reporng of ary Bdverss event roelabed

R —————— Executive Director, National Health System &

for the states/UTs to develop mechaniem for voluntary repariing of such adverse gwents
anscoiaind with The use of medicel devecos Bk for disgrostc. herspeutic. ehabiitslive o
palliathee patent cane for mproved health cwutcome

. Resource System, New Delhi has issued a letter

by use of medical device under M Tha knk for Be MDAE reporing form & Enrciment foem
for WP i ma folowa PSS A g o™ e eh ol ogry T b G v Ol D Aol
indial

L SRR T R to all MDs National Health Mission States/

e P T Yours EH‘EE;FE

o
Mla| Gan (Peefl Abul ll:r.'d'lit.il

S Union Territories to enroll & report under

Cooy to

PE o JS {P) MaHFW
Directar MM Y Mok

L N Materiovigilance programme.

NIHFW Campus, Baba Gang Nath Marg. Munirka, New Delhi — 110087
(T) : 011 - 2610 B983. Email : atul kotwal@nhsrcindia org
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Drugs Controller General (india)
Directorate General of Health Services
Central Drugs Standard Control Organisation

FDA Bhawan, Kotla Road, New Delhi

TN cvom hwers Classification of

Subject: Classification of Medical Device pertaining to Dental under the provisions of
Medical Devices Rules, 2017- Reg.

o e medical devices

regulation of medcal devices with respect 1o the import, manutacture, sale and dsribuson,
dlinical investigation, he Central Government, after consultation with the Drugs Technical
Advisory Board, has notiflied Medical Devices Rules, 2017 vide G.S.R. 78 (E) dated
31.01.2017 which is already implemented from 01.01.2018

i covacto, o s i s et e il 0 peEr fainin g fo Denfta ’

based on the intended use, risk associated with the device and other paramabers
specified in the First Schedule of the Medical Devices Rules-2017

g e under the provisions of

appiicants intends o fumish application of mport or manuiaciure of Madical devwoes
undar he provisions of Medical Devices Rules, 2017. However, a dewvice may have
specifiic imended uss as specified by its manufacturer.

2 This istis dynamic in nature and is sublect to revision from tme to time undeer the

R s Medical Device
Rules, 2017.

To,
1. CDSCO Wabsite

Drugs Controller General (India)
Directorate General of Health Services
Central Drugs Standard Control Organization
FDA Bhawan, Kotla Road, New Delhi

Notice

Classification of e

of Medical Devices Rules, 2017- Reg.

Safety. qualty and performance of medical devices are regulated under the
provisions Of the Drugs and Cosmetcs Acl 1540 and rules mads thersunder. For the
regulation of medical devices for their with respect to the Import, manufacture, clinical

e e
ivestigalion, sals and disibulion, he Central Goverrment afier consultalion with the
_ ' Drugs Technical Advisory Board. has notified Medical Devices Rules, 2017 vide GS R
7B (F) dated 31.01.2017 which are fo be commence from 01.01.2018
In this connection, in exercise of the powers confemed under sub-rule (3) of rule 4 of

Madical Devices Rules, 2017, the undersigned hereby classifies the medical devices,
Append A based on the intended use of the device, nsk associated with the device

pertaining to Oncology A

Updated list of medical devices placed at Appendix A subjected 1o the followings

1. General ntended use given against each of the devices & for guidance to the
apphcants intends D.fumish application of mport o manufaciure of medical

under the provisions of e

provisions of the Madical Devices Rules, 2017,

Medical Device
Rules, 2017. -
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Recommendation to

Central Drugs Standard Organization
(CDSCO)

O National Coordination Centre - Materiovigilance Programme of India (NCC-
MvPI), IPC has sent recommendation to CDSCO about loss of capture, high
capture threshold & lead dislodgement Issue associated with Pacing lead for

their information & necessary action at their end.

O National Coordination Centre - Materiovigilance Programme of India (NCC-
MvPI), IPC has sent recommendation to CDSCO about Malfunctioning of
Incubator associated with Infant Incubator for their information & necessary

action at their end.

O National Coordination Centre - Materiovigilance Programme of India (NCC-
MvPI), IPC has sent recommendation to CDSCO about Non-functioning of cord
clamps associated with Umbilical cord clamp for their information & necessary

action at their end.

O National Coordination Centre - Materiovigilance Programme of India (NCC-
MvPI), IPC has sent recommendation to CDSCO about Balloon Deflation Issue
associated with Coronary Stent System for their information & necessary action

at their end.

O National Coordination Centre - Materiovigilance Programme of India (NCC-
MvPI), IPC has sent recommendation to CDSCO about Plate Breakage associated
with Mandibular Reconstruction (Plate) for their information & necessary action

at their end.
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Indian Pharmacopoeia Commission | For any other Information/Suggestion
Ministry of Health & Family Welfare Query Contact:
Government of India
Sector-23, Raj Nagar, Ghaziabad - 201002 Materiovigilance Programme of India
Tel. : 0120-2783400, 2783401, 2783392 Email : lab.ipc@gov.in, mvpi.ipcindia@gmail.com
Fax : 0120-2783311 Website : www.ipc.gov.in

We have started ajourney of Materiovigilance, for saving patient’s lives



