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India’s Demographics -- Overview

a Population 1.2 billion
a Rural / urban population 69% / 31%
Q Birth rate 2.0%
a Mortality rate 0.7%
0 Life expectancy (years) 66 (M) /69 (F)
a Population profile (years):
<15/ 15-64/>64 29% / 65% / 6%
Q Literacy rate 63%
0  Unemployment rate: 10.7%
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India’s Demographics -- Diversity

o The population of India is made up of various races
and cultures.

O Major ethnic groups:
72% Indo-Aryan
25% Dravidian
3% Mongoloid and other

O There are about 20 languages prominently spoken in
India. By some counts there are over 200 languages.
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India’s Demographics -- Religion

O India is characterized by diverse religious beliefs and
practices.

0 Diversity and tolerance of religions play an
Important part in the lives of the Indian people.

o Major religions:
80% Hindu
13% Muslim
2% Christian

Copyright © 2009 Pacific Bridge Medical 5
www.pacificbridgemedical.com



—!

India’s Medical Device Market

0 India’s medical device market is growing faster than at
any time in the last decade, with a projected growth rate
of 12-16% over the next several years.

o With a population of 1.2 billion and a growing middle
class, India has the potential for strong growth.

0 India’s medical device market is dominated by foreign
device companies, which control roughly 70% of the
market.
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India’s Medical Device Market

a Local non-multinational medical manufacturers are
small, low tech, generally low cost, and medium quality;
some are FDA/CE approved

a Multinational medical companies also manufacture/
Import into India
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India’s Medical Device Market

0 Market size: $4.5 billion
a Imports: 70%

0 Recent annual growth rate: 12%

a Projected growth rate up to 2018: 12 - 16%
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India: Market Characteristics

0 Quality of service In the private sector Is good

a Government sector is low on quality and availability:
patients prefer private treatment if they have money
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e
Nizamia Hospital
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Saifee Hospital
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Insurance & Reimbursement

o Many private multinational insurance companies like
Blue Cross and Sun Life have entered the Indian market

0 There are a variety of popular public sector supported
Insurance companies

O Medicines, medical devices and services are
provided/reimbursed within the applicable cost limits
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Market Research in India

0 The Indian medical device market is divided into:
Equipment and appliances
Consumables and disposables — hospital supplies

0 Market entry into India looks very straightforward
to English speaking communities (unlike China)
because of the English language advantage.

In reality, it Is not that straightforward
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Distributor Search in India

0 The country should be broken into 4 regions:
East — Orissa-Bhuvaneswar, West Bengal-Kolkota

West — Maharastra-Mumbali, Gujarath-Baroda,
Ahmadabad, etc.

North — Delhi
South — Chennal, Bangalore, Hyderabad
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Distributor Search in India

0O Better to go by a regional approach than
selecting a single nationwide distributor

0 Consider the opinions of medical experts and
thought leaders for a verification of the
technology and acceptability in the country’s
medical practice and protocol.
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Indian Medical Device Regulatory

Structure

L1 Medical devices in India are still regulated under the Drugs & Cosmetic Act
of 1945

B This includes manufacturing, import, sale, and distribution

L1 The principal regulatory authority is the Central Drug Standards Control
Organization (CDSCO)

Central Drug Standards Control Organization

|
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Indian Medical Device Regulatory

Structure
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Regulation of Medical Devices

0 Regulatory responsibilities of the Central Government (under the
CDSCO)
Approval of new drugs and medical devices
Clinical Trials in the country
Drug/Medical Device standards
Control over the quality of imported drugs/medical devices
Coordinates the activities of State Drug Control Organizations

0 Regulatory responsibilities of the State Governments (under State
Drugs Control Organization) are more limited

A The Drug Controller General of India (DCGI) is the key official in
the CDSCO
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Documents Required For Submission

The following documents are required for submission for

registration of medical devices in India:

a Covering Letter

a Authorization Letter

a Completed Form 40 for the issue of Registration
Certificate

a  Power of Attorney

Completed Schedule D(I) and D(lI)

U
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Documents Required For Submission

Plant Master File
Wholesale License (20B&21B)
Free Sale Certificate/Certificate of Marketability

Manufacturing License/Plant Registration Certificate

CE Full Quality Assurance and ISO 13485 Certificate for a
foreign manufacturing site

CE Design Certificate for the medical device
Declaration of Conformity for the medical device
Latest Inspection/Audit Report

Receipt of application fee

U 0O O D0 O

U 0O O O

Copyright © 2014 Pacific Bridge Medical 20
www.pacificbridgemedical.com




—!
Current Medical Device Registration

Process

Medical Devices
without predicate

Notified product families
require registration with
DCGI

New Device first requires
Form 45, then apply for
Form 40

Require own
office/ Authorized Indian
Agent

Medical Devices
with predicate

4

: 4

Device registered
Form 40 route

For Form 45 follow the
Form 44 route

Complete the dossier D(I)
&D(11)

!

3

!

Pay the review fees in
TRG6 challan

Might require local
clinical trial for 200
patients/PMS for a
bigger group (even 1000
patients is common)

3
Compile the application
as per checklist and
submit to DCGI

Obtain registration
certificate (RC) for your
product.

Clinical trial data/
device performance
report from country
origin; US FDA, EU

CE, Australian,
Canadian, and

Japanese approvals

will be sufficient
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Registration Fees

O  Registration fees

Type of registration Fees (US$)
Registration of each manufacturing facility 1,500
Registration for a single medical device 1,000
Additional fee for each additional medical 1.000
device proposed to be registered ’
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Former List of Specific Regulated

Medical Devices in India

0O 0000 O0D0DDOODODODOD OO O

Disposable hypodermic syringes
Disposable hypodermic needles
Disposable perfusion sets

Copper T Intra Uterine Devices

Tubal ring

Condoms

Sterile disposable devices for single use
Metered dose inhaler

Blood/Blood component bags

Cardiac stents

Drug eluting stents
Catheters
Intra-ocular lenses
IV cannulae

Bone cement

Heart valves

Scalp vein sets
Orthopaedic implants

Internal prosthetic replacements (includes cardiac

patches, occluders)
Spinal Needles

O

0O 0000 OO0 D O0D 0D OODOQDOOO

a

Insulin Syringes

Three Way Stop Cock as an accessory of 1V
Cannula/Catheter/Perfusion Set

Endotracheal tubes

Introducer Sheath

Annuloplasty Ring

Cardiac Patch

Cochlear Implant

Extension Tube

Close Wound Drainage Set

Tracheotomy Tube with / without Cuff

AV Fistula Needle

Extension Line as a accessory of Infusion Set
ANGO kit/PTCA/Cath Lab Kit

Heart Lung Pack

Measure VVolume Set

Flow Regulator as a accessory of Infusion Set

Hemodialysis Tubing Set / Blood Tubing Set/Arterial
Venous Tubing Set

Dialysis Catheter
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Current List of Notified Medical Device

Families Requiring Registration in India

S.No Name of the Device Notification Date of
Number Notification
1 Disposable Hypodermic Syringes GSR 365 (E) 3-17-1989
2 Disposable Hypodermic Needles GSR 365 (E) 3-17-1989
3 Disposable Perfusion Sets GSR 365 (E) 3-17-1989
4 In vitro Diagnostic Devices for HIV, GSR 601 (E) 8-27-2002
HBSAG and HCV

5 Cardiac Stents S.0. 1468 (E) 10-6-2005
6 Drug Eluting Stents S.0. 1468 (E) 10-6-2005
7 Catheters S.0. 1468 (E) 10-6-2005
8 Intra Ocular lenses S.0. 1468 (E) 10-6-2005
9 IV Cannula S.0. 1468 (E) 10-6-2005
10 Bone Cements S.0. 1468 (E) 10-6-2005
11 Heart Valves S.0. 1468 (E) 10-6-2005
12 Scalp Vein Set S.0, 1468 (E) 10-6-2005
13 Orthopedic Implants S.0. 1468 (E) 10-6-2005
14 Internal Prosthetic Replacements S.0. 1468 (E) 10-6-2005
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Current List of Notified Medical Device
Families Requiring Registration in India
a  The following products are also regulated as 'Drugs’ under the
Drugs & Cosmetics Act
1. Blood Grouping Sera
Ligatures, Sutures and Staplers
Intra Uterine Devices (Cu-T)
. Condoms
. Tubal Rings
. Surgical Dressings

Umbilical Tapes
Blood/Blood Component Bags

© N O U WN
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Product Registration Process

0 Only a registered manufacturer/Indian entity of a foreign
manufacturer or an Indian agent can represent a medical
device product with the DCGI

0 To import products into the Indian market, a foreign
manufacturer must appoint an Indian agent
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Product Registration: Form 40
(Application)

FORM 40
(See rule 24-A)
Application for issue of Registration Certificate for port of drugs into India
under the Drugs and Cosmetics Rules 1945

l/'We* (Name, full address with telephone, fax
and E-mail address) hereby apply for the grant of Registrati  Certificate for the
manufacturer, W/s. (full address wth telephone, fax and
E-mail address of the foreign manufacturer) for his premises
M/s (full address with telephone, fax and E-mail address),

and manufactured drugs meant for import into India.

1. Names of drugs for registration.

S. Name of Medical Devices Indic.gt_ion and/or Iniéﬁded Use
No. (Including model No's, if :
applicable)

27
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Attempts to Pass Comprehensive

Medical Device Regulation

0 In August 2013 the Drugs and Cosmetics Bill (2013) was proposed
by the Ministry of Health. It was initially drafted in 2006.

0 The proposed bill from India’s Ministry of Health (MOH) would:

Require the comprehensive regulation of all medical devices
manufactured in or imported into India.

Create a new category of medical devices, regulated with a
risk-based classification system.

Give India’s Ministry of Health the power to create new rules
regulating medical devices.

Establish the Medical Device Regulatory Authority (MDRA)
as the regulatory and enforcement body for medical devices.

28
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Proposed Classification for Medical

Devices If Passed

0 Draft legislation also has a risk classification for medical
devices, according to their intended use

Class Risk Level Device Examples
A Low Risk Thermometers / Tongue Depressors
B Low Moderate Risk Hypodermic Needles / Suction Equipment
C Moderate High Risk Lung Ventilator / Bone Fixation Plate
D High Risk Heart Valves / Implantable Defibrillator
Copyright © 2014 Pacific Bridge Medical 29
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Medical Device Re-Registration

Challenges

Notified Devices require registration with DCGI

Medical Devices with

Form 45 approvals

Medical Devices with
RC on Form 41

Has to follow
PSUR/PMS
requirements under
schedule “Y”

|

Require own
office/Authorized Indian
Agent to re-register

Device RC Form 41

issued by DCGI

Semi-annual device

performance reports

have to be submitted

to DCGI for a period
of two years

To continue the product E B
stock on the market, start Appoint Distributors
the process 9 months all India/ Regional/
before Multiple
- Distribution
D(I1) has to include the e
Indian PMS data, too —
Are your distributors
Do you have the PMS right knowledgeable on
information to include in this section? regulatory requirements
Did you collate all the complaints from related to PMS?

your various distributors?
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Product Re-registration: Schedule

D(Il) / PMS Data Required

7.10 PostMarketing Surveillance Data (Vigilance Reporting)

The “dossier should cdn_tain the Post Marketing Surveillance/ Vigilance
Reporting, procedures “and Data collected by the - manufacturer

encompassing the details-of the-complaints received and.corrective and
Preventive aetions taken for the same.
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Obtaining an Import License

a The importer can apply for an import license from the DCGI.

o The following documents are required for submission for Import
License (Form 10) for medical devices in India:
Covering Letter
Authorization Letter
Completed Form 8 and Form 9
Wholesale License
Registration Certificate (Form 41) for the medical device
For license renewal, a copy of existing Import License (Form
10)
Required fees
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Medical Device Import Registration

Notified Devices require registration with DCGI

Medical Devices

__without predicate

Medical Devices

___with predicate

years

Form 45 issued by

New Device RC
DCGI is valid for 3 4

India Agent/Distributor

can apply for Form 10

4 Besides the product )

registration, you need an
import license to get the
product into India if it is

\_ made outside\lnﬁ_)

fOnIy the India Agent/RC\
holder can apply for
Import License and
obtain approval on Form

R/lO )

¥

Device RC Form 41
issued by DCGI is
valid for 3 years

Complete Forms 8 & 9

: 2

Pay the review fees in
TRG6 challan

Appoint Distributors
all India/ Regional/
Multiple
Distribution
channels

\ 4

Obtain import license
(Form 10) for your
product

—!

independently

(Each distributor can apply\
for Import Licenses and
obtain multiple Form 10s

J

R/
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Agent/Importer

3 If youdo NOT have your own subsidiary, branch
office or joint venture, it is critical to appoint a local
agent and/or importer.

d Who can be an agent? Importer or an independent
third party company in India

a The importer is the holder of the import license and
must have:

license to stock and sell drugs, and

license to manufacture If there Is any re-processing
or pre-packing involved.

Copyright © 2014 Pacific Bridge Medical 34
www.pacificbridgemedical.com




—!
Joint Ventures, Mergers, and

Acquisitions
0 Acquisitions — do lots of due diligence and do not
overpay.

Staged payments, with incentives to keep management
Interested.

O Joint ventures — do lots of due diligence.
0 Make sure you know what you are buying.
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Joint Ventures, Mergers, and

Acquisitions

o Philips Healthcare -- acquisitions of the Indian medical
device companies Alpha X-Ray Technologies (2008) and
Meditronics (2009)

0 Everist Genomics -- joint venture with India’s Manipal Group
(2012)

0 Smith & Nephew -- acquisition of India’s Adler Mediequip
(2013)

0 Cancer Genetics -- acquisition of India’s BioServe
Biotechnologies (2014)
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Intellectual Property

o Although intellectual property (IP) protection in India has been
Improving, India still faces a need for stronger IP rights protection and
enforcement for medical devices.

Large-scale copyright piracy continues to be a major problem in
India.

0 Ina2013 survey of over 200 professionals affiliated with the medical
device sector in India, the lack of IP protection for new technologies was
identified as one of the top barriers responsible for limiting the
development of the medical device market.

This issue Is currently under consideration by the government of India
and the marketplace.

O The best way to succeed is to continually develop new technologies.
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Pacific Bridge Medical
www.pacificbridgemedical.com
contact@pacificbridgemedical.com

Thank you for viewing our
2014 India Medical Device Updates Presentation.

To view more free resources, please visit our Resource Center at
www.pacificbridgemedical.com/resource-center/

Copyright © 2014 Pacific Bridge Medical 38
www.pacificbridgemedical.com



http://www.pacificbridgemedical.com/
mailto:adgross@pacificbridgemedical.com
http://www.pacificbridgemedical.com/resource-center/

	2014 India Medical Device Updates
	Taj Mahal, Agra
	India’s Demographics -- Overview
	India’s Demographics -- Diversity
	India’s Demographics -- Religion
	India’s Medical Device Market 
	India’s Medical Device Market
	India’s Medical Device Market
	India: Market Characteristics
	Nizamia Hospital
	Saifee Hospital
	Insurance & Reimbursement
	Market Research in India
	Distributor Search in India
	Distributor Search in India
	Indian Medical Device Regulatory Structure
	Indian Medical Device Regulatory Structure
	Regulation of Medical Devices
	Documents Required For Submission
	Documents Required For Submission
	Current Medical Device Registration Process 
	Registration Fees
	Former List of Specific Regulated Medical Devices in India 
	Current List of Notified Medical Device Families Requiring Registration in India
	Current List of Notified Medical Device Families Requiring Registration in India 
	Product Registration Process 
	Product Registration: Form 40 (Application)
	Attempts to Pass Comprehensive Medical Device Regulation
	Proposed Classification for Medical Devices if Passed
	Medical Device Re-Registration Challenges
	Product Re-registration: Schedule D(II) / PMS Data Required
	Obtaining an Import License
	Medical Device Import Registration
	Agent/Importer 
	Joint Ventures, Mergers, and Acquisitions
	Joint Ventures, Mergers, and Acquisitions
	Intellectual Property
	Slide Number 38

