MDR 17 1433

An Interactive Session with Regulator,

State Licensing Authority, BIS & NABL

Session Topic

Ease Of Doing Business
— Industry & Startups

Support Session on
Licensing Requirements
-MDR 17

ORGANISED BY

AlMeD

Association of Indian Medical Industry

Date :23rd July 2022, Sat
Time : 3 pm - 5pm
Meeting : Online

NHHID, Anna University
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Bureau of Indian Standards

RegISter Here The National Standards Body of India

FOR ENQUIRIES :

Ms Rama Venugopal , AIMED Hub Co-ordinator, NHHID
jt.coordinator.south@aimedindia.com au.nhhid@gmail.com
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AIMED

AiMeD is an Umbrella Association of
Indian Manufacturers of Medical Devices
covering all types of Medical Devices
including  Consumables, Disposables,
Equipments, Instruments, Electronics,
Diagnostics and Implants.

NHHID, ANNA UNIVERSITY

National Hub for Healthcare
Instrumentation Development (NHHID) is
established by DST under Technology
Development & Transfer in  Anna
University. This national facility has been
formed with collaboration from reputed
national institutes and R&D organizations.

BUREAU OF INDIAN STANDARDS

BIS is the National Standard Body of India
established under the BIS Act 2016 for the
harmonious development of the activities
of standardization, marking and quality
certification of goods.

NABL

National Accreditation Board for Testing
and Calibration Laboratories (NABL)
provides accreditation to Conformity
Assessment Bodies (Laboratories) in India.
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CDSCO

The Central Drugs Standard Control
Organisation (CDSCO) under the

Directorate General of Health
Services, Ministry of Health & Family
Welfare, Government of India is the
National Regulatory Authority (NRA) of
India.

CDSCO along with state regulators, is
jointly responsible for grant of licenses
of certain specialized categories of
critical Drugs such as blood and blood
products, I. V. Fluids, Vaccine and Sera.

TNDCA

Drugs Control Department, being
statutory body, the organization
performs a very important role in
supporting healthcare
regulations and enhancing safety of
community in Tamilnadu
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PROGRAM DETAILS

Session would be conducted as Online
Meeting, an interactive engagement with
Manufacturers, Innovators, Startups .

There is NO REGISTRATION FEE. However ,
prior registration is a must.

SESSION TOPIC

Ease of Doing Business
— Industry & Startups Support

Session on Licensing Requirements - MDR 17

DATE OF THE MEETING

Date — 23rd July 2022, Saturday
Time:3 pm—-5pm
Meeting Mode : Online

TARGET AUDIENCE
Medical Device Manufacturers, Innovators,
Startups in Medical Device, MedTech

space, Academia, Technology Business
Incubators, Hubs, Medical
Device Testing Laboratories, Healthcare
services organisations -  Hospitals,
Diagnostics Centers , and other healthcare
businesses, stakeholders to Conformity
Assessment, Government organizations
etc

Innovation

Ms Rama Venugopal, Jt Coordinator,

For Enquiries : AIMED - South India

jt.coordinator.south@aimedindia.com

PROGRAM OBJECTIVE

Medical Device Industry in India is
brought under full regulatory purview
and industry has to show compliance
to the Regulatory announcements
made to this effect, from time to time.

Operators dealing with Risk Category
Class A and B devices come under the
purview of State Licensing Authorities
and those dealing with Risk Category
Class C & D devices come under the
purview of Central Licensing Authority.

Medical Device Manufacturers,
Innovators, Startups of Tamilnadu have
requested for interactive sessions with
Central and State Licensing Authorities
and other stakeholders like BIS etc to
guide them to implement the
regulatory requirements better.

AIMED which is the voice for Indian
Medical Device Manufacturers in the
country and NHHID — Anna University ,
a National Hub for Healthcare
Instrumentation Development, and
Bureau of Indian Standards have
collectively agreed to organize
periodical sessions for the benefit of
the industry and startups, innovators
of Tamilnadu.

REGISTER HERE

> REGISTER

Hub Co-ordinator
NHHID Hub, Anna University, Chennai
au.nhhid@gmail.com
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Welcome Note

3pm=-310 pm

Contributing to Academia - Innovators -

Industry Connect
310 pm -3 20 pm

MDR 17 - Licensing Norms for Class A and B
Medical Devices - Industry Readiness

320 pm-330 pm

Guiding Industry with National Standards as
per MDR 17 licensing requirement
330 pm -3 40 pm

Authentic Quality Certificates - Mandated by
MDR 17
340 pm - 3 50 pm

Product Testing Labs
- MDR 17 requirement
350 pm-400 pm

Guiding Industry for smooth transition of
Licensing requirements for Class A and B
devices - State Licensing Authority, TN
400pm-410 pm

Q & A Session - Moderator
410 pm - 500 pm

Vote of Thanks

PROGRAM AGENDA
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Dr M Sasikala, Coordinator - NHHID;
Professor, Dept of Electronics &
Communication Engineering, Anna
University

Mr. Subhash Vashisht
Sr. Technical Advisor
Medical Electronics, AiMeD

Representative of CDSCO

Mr Chandan Kumar, Scientist-C,
Medical Equipment and Hospital

Planning Department,
BIS HQ, New Delhi.

Ms Poonam Gupta
NABCB Assessor

Mr. Pankaj Johri, Director
National Accreditation Board for
Testing and Calibration Laboratories

(NABL)

Mr P U Karthigeyan
Deputy Director of Drugs Control TN
State Drug Control Department

Ms Rama Venugopal
Jt Coordinator - AIMED

Dr Sasikala, NHHID

FOR ENQUIRIES :

Ms Rama Venugopal , AIMED
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