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India has a semi federal structure of regulatory
set up.

Responsibilities are shared by:

The CDSCO (The Central Drugs Control)
States (The States Drugs Control)



The CDSCO is the Office of the Drugs Controller
(India) situated in New Delhi

The CDSCO is supported by four Zonal Offices
and two Sub-Zonal offices

There are Seven Laboratories to for testing of
capacity of samples
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The Centre and the States have separate sets of
activities

Central functions: control of sera & vaccines,
_arge Volume Parenterals, Blood & Blood

Products, New Drugs, Import, Medical Devices,
Policy & Regulations, prosecutions

State Functions: All other manufacturing activities,
control of sale of drugs, prosecutions




India is one of the largest exporter of drugs in the world. Some of the manufacturing
establishments can be compared with the best in the world.

The total export in value terms is

Current Market Size- 5.7 Billions USD

Projected Market Size By 2010-9.48 Billions USD
Growth Rate of Pharma Industry-9.5 % per annum

Global Ranking- 4t Largest Producer of Pharmaceutical products by Volume.



How it all started

Medical devices are not drugs in the conventional
sense. Most countries regulate devices by a
separate set of regulations. India had to include
devices within the framework of the Drugs &
Cosmetics Act as there is no separate regulation
for the same.



Medical Devices were being sold freely on the
Indian market till 2005 when due to a court order
nearly overnight 10 devices were notified as
drugs vide GSR No. 1468E dated 6/10/2005.

And

Medical devices were brought under the purview
of Central License Approving Authority vide GSR
No. 627(E) dated 7/10/2005



06" OCT 2005 Gazette Notification - 10 sterile
medical devices listed as drugs

07t OCTOBER 2005 control over manufacture
and marketing of these devices to be exercised
by CLAA - DCG(l) and also it enclosed the
guidelines on import of Medical Devices



(® Cardiac Stents -

@) ‘DrugEluting Stents
(i) Catheters

() Intra Ocular Lenses
(v) L V.Cannuae

(vi) Bone Cements

(vii) Heart Valves
(vili) Scalp Vein Set

@) Orthopaedic Implants

() Internal Prosthetic replacements.
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Immediately after the regulation of Medical
devices started we ran into rough weather.

The Drugs & Cosmetics Act. 1940 and Rules
1945 was not suitable for Medical devices.



India is changing its laws!

It was felt by both the industry and the
government that the present set of laws
controlling drugs is not suitable for medical

devices.



Core groups were formed with the industry to
examine the issue and suggest ways and
means to solve the issue.

1st internal draft has been prepared of a set of
regulations for controlling medical devices.



The draft includes: definition, classification,
conformity assessment, etc. and some of the
common provisions of the Drugs & Cosmetics
Rules will still be applicable. These Rules will

not infringe upon the special nature of these
products.



The basic draft has been taken from the GHTF
guidelines with minor changes where ever
required. Safety . The target of the new regulations
are:

Safety

Efficacy

Quality Assurance

Synergy between various trade partners
To attain Global Harmonization
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How are we prepared?

Cooperation with USFDA, EU, Health Canada, WHO
and of course AHWP.

Training workshops are being planned with the USFDA
(CDER) - one has already been held.

Series of Workshops being planned with the WHO.
Formation of a Technical Working group with the EU.



We are striving hard to regulate Devices Iin a
manner which does not warrant any
questioning. At the moment though we rely on
the technical competence of other countries
while registering products but this reliance will

go down substantially when our regulations are
In force.



The CDSCO has constituted three Expert
Committees :

1. Expert Committee for Cardio Vascular Device
2. Expert Committee for Ophthalmic devices
3. Expert Committee for Orthopaedic implants

Medical Devices falling into any of the three categories are
examined by the above committees and a decision is

taken for their use in the country.



Data pertalnlng from perlod :LSt March 2006 to 31St Oct 2008
| Import Reglstratlon

Application reglstered Under Pendmg in
received process line

| Importllcenses e e Nt
Application registered Under Pending in

received process line

673 663 3 7

AI[' the above details_a'nd'more are ava_ilable'in the websi_té‘.' WWWw. CdS_CO.ﬂi-‘C. n
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34 Indigenous manufacturers have been licensed in the
country for the manufacture of medical devices. These
mainly include:

Orthopedic implants

Coronary Stents (DES/ plain metal)
Catheters and Cannulae

Balloon catheters

Intra Ocular Lenses



Apart from medical devices, Diagnostics are
also controlled by the same division as medical
devices. However at the moment these will be
treated as drugs and controlled as such. There
has not been much problem in controlling
these products. There are 3 main critical
products which are licensed.



India is moving forward at a fast pace in the area
of regulating medical devices and this is an efforti
which is possible because the Government and the:
Industry are together in this. | hope India can lend:
some of its experience to the GHTF for mutual

benefit.

Thank you




