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Indian Medical Device Manufacturing Industry: Evolving Ecosystem

Mr. Rajiv Nath, Managing Director, Hindustan Syringes & Medical Devices Ltd. & Forum Coordinator, 
Association Of Indian Medical Device Industry (AiMeD)

Indian medical devices manufacturing Ecosystem is evolving for the better. A Parliamentary Committee on 
Health has made very useful and relevant recommendations for manufacturers of Medical Devices and 
related shareholders as analysed in details in the article along with various other important components of 
the ecosystem.

E-beam Sterilization : A Unique Opportunity For Indian Medical Device Industry

V C Petwal, Radiation Processing In-charge, ARPF & Head, Radiation Processing Lab, Department of 
Atomic Energy, Govt. of India, Raja Ramanna Centre for Advanced Technology, Indore

In a free-wheeling interview to “Medical Plastics Data Service", apart from introducing the first e-beam 
sterilization facility in the country, the process of sterilization, Medical Devices that can be sterilized by this 
technique, its comparative advantages as well as how the Indian Medical Device Industry can take benefit 
from this facility…

27
GLOBAL MARKET : MEDICAL DEVICE
International Market Exploration For Medical Devices
Mr. Amit Dave, M. Pharm, MBA, Former CEO - Brazil Operations/ Vice President Export - Zydus 
Cadila/Claris Lifesciences
The article highlights the commercial aspects of the international market - starting with the market selection 
(or country selection). The article explains the logical reasons about why one should choose and go for a 
market outside India rather than sticking to India market only…
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GLOBAL TRENDS
• Sterilization Services Market by Method
• Freudenberg Introduces Silicone Sanitary Ends For Bioprocessing

Sterilization Technologies For Medical Plastic Products And Devices
All materials used in medical devices, including the plastics used in them, are essential to be capable of being 
sterilized without loss of performance. The article includes : A comparative analysis for various sterilization 
methods and Radiation Stability of Various Plastics
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• Medical Devices Industry Asks Govt To Define And Bring Clarity On Online Sale Of Devices In New Drugs
 Bill, 2022
• DoC Approves Setting Up Of Separate Export Promotion Council For Medical Devices
• DoP Invites Eligible Medical Devices Firms To Apply For Newly Formed Category B of PLI Scheme
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PLASMA TECHNOLOGY
Disinfection and Sterilization Using Plasma Technology

The potential of plasma technology in medical and dental applications is extremely broad. Along with 
disinfection / sterilization of medical and dental devices, the technology could be used to treat beds, desks, 
and floors. Plasma technology may also have therapeutic potential.
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About Importance of ISO 13485 for Medical 
Plastic Materials & Components Suppliers
Regulatory requirements demand making sure that Medical Device 
Manufacturers take responsibility for every supply-chain link to meet Good 
Manufacturing Practices.

Medical Polymers and Components: Quality Requirements 

Plastics Materials & Components used for medical applications need 
consistent performance, including resistance to sterilization, chemicals and 
lipids. They often must also meet standards for biocompatibility and toxicity, 
where even slight changes in the ingredients in the plastics used could affect 
the acceptability of the finished device. 

Importance of ISO 13485

ISO 13485-2016 is the standard governing organizations involved in the 
design, production, and installation and servicing of medical devices. If 
upstream suppliers, like plastics processors, are also certified to the standard, 
they provide their customers with the assurance that they have invested in and 
understand the medical-device risk-management principles that are core to 
the standard. Also, that quality control and testing procedures have been 
applied to the raw materials they use in the components they provide and that 
they have the documentation to prove it.

Materials & Components suppliers should have a thorough understanding of 
the end-use application requirements, medical-device regulations that OEMs 
must meet, risk-management practices, and they will have put change-control 
measures in place. Usually this involves enhanced GMP and probably 
certification to an advanced quality standard such as ISO 13485-2016.

Colorants and additives must also be just as tightly controlled as the polymer.  
Careful sourcing procedures at each level of the supply chain are increasingly 
necessary to ensure that materials come with the necessary assurances, and 
that controls are in place.

The regulatory compliance and quality of a medical device is only as good as 
its weakest link. 

In medical plastics processing, it’s all about minimizing risk. 

 ( https://www.ptonline.com/blog/post/processing-medical-plastics-heres-
how-to-minimize-risk ) 

"Quality is conformance 
to requirements, 

not goodness".

-  Phil Crosby, Quality Guru 
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Indian Medical Device Manufacturing Industry: Ecosystem 
Evolving For Better.

A Parliamentary Committee on Health has made very useful and 
relevant recommendations for manufacturers and related 
shareholders as detailed by Mr Rajivnath, Forum-coordinator, 
AiMeD in his article covered in this issue along with various other 
important components of the ecosystem. As highlighted by Mr Rajinath, among 
many, the key recommendations as shortlisted in the article are :

• A separate legislation for Medical Devices with a new set of regulators having
 qualifired and well-trained Medical Device Officers.
• Expansion of PLI scheme to cover Raw Materials and Components 
• Creation of a separate Department of Medical Devices
• Preferential Government Purchase for Indian Manufactured Medical Devices.
• Allowing 3rd party assurance schemes like ICMED 13485 for QMS particularly for
 Class C & D products.

The other important cover story in this issue is on “Sterilization Technologies for 
Medical Plastic Products and Devices”.

The Radiation Processing Department of the Raja Ramanna Centre for Advanced 
Technology, Indore ( RRCAT ). The facility is licensed by Atomic Energy Regulatory 
Board ( AERB ), FDA MP State and has ISO 9001:2015 and ISO 13485 : 2016 
certification for providing electron beam processing service for sterilization ( e-beam 
sterilization ) for medical devices as per requirements of ISO 11137.

In a free-wheeling interview to “Medical Plastics Data Service", Mr V C Petwal,  
Head, Radiation Processing Lab, RRCAT,  has given highlights about this first e-
beam sterilization facility in the country as well as how the Indian Medical Device 
Industry can take benefit from this facility.

Cover story includes comparative analysis for various sterilizations methods, 
introduction to Plasma Sterilization, Radiation Stability of Various Plastic 
materials as well as global scenario for Sterilization Services by Method.

Importance of ISO 13485 for Medical Plastic Materials & Components 
Suppliers
Plastics Materials & Components used for medical applications need consistent 
performance, including resistance to sterilization, chemicals and lipids as well as 
biocompatibility and toxicity.  

Materials & Components suppliers should have thorough understanding of  end-use 
application requirements, medical-device regulations that OEMs must meet, risk-
management practices and the need for  change-control measures in place. 

ISO 13485-2016 is the standard governing organizations involved in design, 
production, and installation and servicing of medical devices. If upstream suppliers, 
like plastics processors, are also certified to the standard, they provide their 
customers with the assurance that they have invested in and understand the 
medical-device risk-management principles that are core to the standard.

Mr Amit Dave, in his continuing column introduces important aspects related to 
Market Exploration explaining the market selection (or country selection) and why 
one should choose and go for a market outside India rather than sticking to India only.

This article also includes other regular features including Regulatory & Industry New, 
Event highlights and many more.



Sterilization Technologies For 
Medical Plastic Products And Devices

All materials used in medical devices, including the plastics used 
in them, are essential to be  capable of being sterilized without 
loss of performance. 

Sterilization can be defined as the removal or destruction of all 
living organisms, including resistant forms such as bacterial or 
fungal spores. Bacterial spores are most resistant to destruction, 
and if the sterilization is effective in eliminating them then it can 
generally be assumed that all other pathogenic and non-
pathogenic organisms have been destroyed. It is important to 
reduce or eliminate the bioburden of certain medical devices and 
the materials used in their manufacture before end use. 

Bio-burden is  the concentrat ion or the number of 
microorganisms like pyrogens, viruses, molds, and fungi present 
in or on a material. Pyrogens are substances that can cause a 
fever. There are various tests that can detect the number and 
kinds of micro-organisms including pyrogens and remnants of 
bacteria. A product may be sterile but it still may contain 
pyrogens. Use of high temperatures or radiation will typically kill 
pyrogens. It is important to realize that production in a ‘‘clean 
room’’ does not make a device sterile; it simply reduces the initial 
bioburden and concentration of foreign particles in or on the 
material to make sterilization more effective. Cleanliness does 
not mean sterile. 

 Sterilization  Steam Dry heat Ethylene  Gamma  Electron beam 
 Characteristic   oxide (EtO) radiation (e-beam)

 Process type Batch Batch Batch Batch Continuous

 Post-sterilization  Parametric release; Parametric release; Parametric release; Dosimetric Dosimetric
 testing for Sterility  biological indicators biological indicators biological indicators release release
 Assurance Level 
 (SAL)

 Post-sterilization Need to dry the None Need to aerate product None None
 treatment product  remove residues

 Penetration Requires vapor  Good Penetration Requires gas-permea- Excellent penetration Near complete penetra-
  permeable packaging.  ble packaging; high  tion, need dosimeters;
  Surface penetration  pressure, temperatures  low penetration in high
    for improved penetration  density materials

 Safety Almost no safety Almost no safety Considered a mutagen/ Minimal concern; envi- Almost no safety
  concerns concerns carcinogen; need to ronmentally safe; non- concern
    remove residual  toxic (need protection
    absorbed EtO from radiation

 Reliability Excellent Good Good Excellent Excellent

 Turnaround Slow Slow Slow Fast Fast

 Process Parameter Temperature, Pressure, Temperature, pressure Temperature, pressure Time Time
 Controls vacuum, relative  vacuum, time vacuum, relative humi-
  humidity, time  dity, gas conc., time

 Material constraints Heat resistant and Heat resistant Polymers that do not Radiation stable e-Beam stable 
  hydrolysis resistant  materials only absorb or degrade polymers; complex parts polymers; low-density
  materials only  with EtO and kits not effectively materials only
     sterilized

 Relative cost Inexpensive Relatively inexpensive High capital investment High capital investment High capital investment
 Advantages Simple process, widely  Relatively simple Well characterized, Simple, fast, excellent Simple, fast, less
  used, excellent for  process good for kits, combi- penetration, dose material degradation
  reusable devices, exce-  nation products, uniformity
  llent for heat-stable  parametric release
  liquid

 Disadvantage Comparatively high  High temperatures, Relatively complex Limited applicability to Limited penetration,
  temperatures, generally limited use  process; some limits to kits and complex  poor on high-density
  not appropriate for   penetration; need to designs/products; no products, dosimetric
  single-use devices   remove EtO residuals drug/combination release is not very
  and large lots   products; meatrial uniform affected by
     degradation part configuration

A comparative analysis for various sterilizations methods is given in the following table : 

Comparison of Common Sterilization Methods
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A vast majority of plastic medical devices, which are applied 
sterile, are sterilized by γ-radiation or ethylene-oxide, 
especially almost all single-use devices.  γ-radiation may be 
preferred due to its faster and less restrictive sterilization 
procedure regarding the actual geometry and shape of the 
device, however, it may cause more aging damage to the 
chemical structure of the plastics.

The following table gives overview on radiation stability of various Plastics.

 Radiation Stability of Various Plastics

Polymer Comment

Polyolefins Polyethylene can cross-link. Polypropylene is especially susceptible to degradation and discoloration.
 Stabilized polypropylene and polypropylene copolymer grades are good

PVC Susceptible to degradation and color change. Tint- based, stabilizers are incorporated into PVC to prevent
 discoloration and degradation

Acrylics Must be stabilized to prevent degradation and color change

Polycarbonates Must be stabilized to prevent degradation and color change

Polyurethanes Some discoloration that reverses over time

Acetals Typically not used for gamma sterilization

Polyamides Polyamides containing aromatic rings are good  Polyamides 10, 12, 6/10, and 6/12 are good

Polyester Aromatic polyesters are radiation stable

High-temperature  PEK, PEEK, PEI, Polysulfones – Good
thermoplastics

Fluoropolymers Teflon embrittles when exposed to gamma radiation. Teflon and FEP must be stabilized. All other
 fluoropolymers are stable to gamma radiation

Elastomers Generally stable to gamma and e-beam radiation

Thermosets Thermosets typically are radiation stable

References :
01 -  “Emerging Trends in Medical Plastic Engineering and Manufacturing” By : Markus Schonberger and Marc Hoffstetter
02 -  “Plastics In Medical Devices” By : Vinny R Sastri

Sterilization procedure includes always some disadvantages 
due to the simple fact that there is a certain amount of energy 
necessary to destroy living germs, even those, which are 
specialized on harsh living conditions. On the other hand, a 
sterilization procedure should be as fast and reliable as 
possible and has no impact on plastic materials as well. The 
various sterilization technologies in use by industry includes:  

•  Steam sterilization
•  Dry Heat Sterilization 
•  Ethylene Oxide ( EtO ) Steriization 
•  Gamma Radiation Sterilization 
•  Electron-beam sterilization 
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Mr. Rajiv Nath
Managing Director, Hindustan Syringes & Medical Devices Ltd.
& Forum Coordinator,
Association Of Indian Medical Device Industry (AiMeD)

Cover Story

Indian Medical Device 
Manufacturing Industry: 
Evolving Ecosystem 

This September has been a most eventful month with come 
September bringing in the formal announcement of the creation 
of Medical Devices Export Promotion Council and shortly 
followed up with the reconstituted Medical Devices Promotion 
Council’s first meeting under the chairmanship of the Secretary 
Dept. Of Pharmaceuticals.

BIS sought a meeting with Stakeholders and for discussing the 
SNAP (Standards National Action Plan) for the next 5 years 
and sought AiMeD’s inputs for domestic industry needs and the 
deadline for compulsory licensing of October 1st for all low-risk 
medical devices loomed.

The Parliamentary Standing Committee on Health & Family 
Welfare headed by BJP MP Prof Ram Gopal Yadav presented its 
report on “Medical Devices Regulation & Control” to the Rajya 
Sabha on 12 th Sep. which will help the manufacturing of medical 
devices to thrive if most of 
these recommendations are 
implemented.

All Medical Devices have 
s t i l l  t o  c o m e  u n d e r 
Regulations and are still 
under a transitional stage.

The Draft Notification for 
R e s e l l e r s  o f  M e d i c a l 
Devices was released for 
p u b l i c  c o m m e n t  b y 
MoH&FW in Feb 2022 and 
now released on September 
30th. It’s now a simple 
registration process and not 
as cumbersome as is for 
Resellers of Drugs which 
had more stringent storage 
and warehousing conditions 
and needed a pharmacist - 
in case of Medical Devices this will be related to nature of 
products and on basis of guidance of manufacturers whose 
products are being resold for any specific temperature / storage 
condition, if any. 

Since there are now no conditions like keeping a refrigerator etc. 
to seek a Wholesale Drug License a Reseller of ventilator or any 
oxygen therapy equipment is free to store the goods anywhere if 
no special environment conditions are prescribed in the IFU 

(instructions for use) or as a specific condition under a 
Distribution Sales Agreement with a Manufacturer.

Also, on 30th September vide Circular of CDSCO the time to get a 
Manufacturing License from CDSCO for a Class B Medical 
Device like a moderate risk oxygen therapy equipment has been 
extended by 6 months if the Manufacturer has already registered 
his product or applied for the Manufacturing License. For Class C 
Medical Devices, one has time till Oct 2023 to get a 
Manufacturing License for making ventilators or other Class C 
high moderate risk oxygen therapy equipment as detailed in 
CDSCO Classification List. Similar is the case for Class D high 
risk medical devices.

By default, this 6-month reprieve for Class A & B manufacturers 
and importers gets extended to even resellers of Class A&B 
Medical Devices (other than for the 37 Medical Devices that were 

already Notified as Drugs 
prior to February 2020) and 
they need to apply to their 
State Licensing Authority on 
h a r d  c o p y  i f  o n l i n e 
registration system not 
launched by them.

For  Non-Ster i le ,  Non-
Measuring Medical Devices 
i t e m s  l i k e  n o n s t e r i l e 
s u r g i c a l  i n s t r u m e n t s , 
o r t hoped i c  suppo r t  & 
rehabi l i ta t ion devices, 
spectacle frames more 
diluted requirements are 
being Notified vide Draft 
N o t i f i c a t i o n  D t :  2 0 t h 
September 2022 which now 
no more seek an audit for 
compliance to Schedule V 
Q u a l i t y  M a n a g e m e n t 

System requirements that are along the lines ofISO13485 and 
will provide relief to a number of affected micro & small 
manufacturers.

Indian medical devices manufacturing Ecosystem is 
evolving for the better

The Eco System of medical devices manufacturing is evolving for 
the better with the Parliamentary Committee on Health making 
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Cover Story
the following recommendation that will come as a delight for 
manufacturers of Medical Devices and related shareholders. Key 
Excerpts are reproduced below:

The Committee recommends that instead of drafting a combined 
legislation for Drugs, Medical Devices and Cosmetics, the 
Ministry should appreciate the potential of the Medical Device 
industry and formulate a separate legislation for Medical 
Devices.

The Committee recommends that the new legislation should 
set up a new set of regulators at different levels for 
regulating the Medical Devices industry. Unlike the present 
structure, the proposed regulator should license the 
manufacturing of all classes of medical devices i.e., Class A, B, C, 
and D. This would help harmonize the regulation process 
throughout the country as it would do away with different 
regulating procedures employed by different States. The 
Committee feels that in the new legislation regulatory controls 
need to be shared between Centre, State and Conformity 
Assessment Notified Bodies in Law. There should be no 
duplication of State and Central Government regulations. There 
needs to be accountability fixed on State Regulator to the Central 
Licensing Authority (or a National Regulator) to ensure 
harmonious enforcement.

The Committee believes that with industry growing by leaps & 
bounds, the government should not afford regulation of 
medical devices by pharma experts and its time that at ground 
level the medical device regulations are dispensed with by 
qualified and well-trained Medical Device Officers to give a fillip to 
the Medical Device industry in the country. 

The Committee recommends the Ministry to introduce standards 
and certification process (particularly for Class C&D products) 
comparable to global standards. The Ministry, along with 
compulsory compliance to Quality Management System as per 
schedule 5 of the MDR, 2017, should also allow cognizance to 
3rd party assurance schemes like ICMED 13485.

The Committee is of the considered view that to encourage 
indigenous manufacturing, the Government should provide 
incentives or encourage preferential purchase for domestically 
manufactured products in Government procurement. In this 
regard, the Department should ensure that in all public 
procurement, the preference must be given to Indian 
manufactured medical devices having domestic content of 
at least 50%. Given the size of Government's (both Central and 
State) purchase, the Preferential Purchase Agreement would 
have a significant pull for several medical devices companies to 
manufacture medical devices in India. Also, the PLI scheme 
should be broad based, and all the medical devices should be 
covered under the scheme. Additionally, the Committee 
recommends that PLI scheme should be expanded to cover raw 
material and component manufacturing as well so that India can 
become a hub for raw material for the world.

To invigorate the culture of research and development in medical 
devices in institutions like IITs, NITs and other academic 
institutions the Committee recommends the Department to 
start Research Linked Incentive (RLI) Scheme in Line with PLI 
scheme. The Department should facilitate academia- industry 
partnership for undertaking research projects on industry 
challenges and incentivize the successful outcomes. 

The Committee expresses concern over the fact that the highly 
technical medical devices industry, having no synergy with the 
Ministry of Chemicals & Fertilizers is being promoted by them 

instead of Ministry of Health and Family Welfare. The Committee, 
therefore, recommends that since the Ministry of Health and 
Family Welfare is the key stakeholder and the medical devices' 
being very diverse in range with respect to technology and 
material sciences, inter-ministry co-ordination is required 
between various departments, which should be done by the 
Ministry of Health and Family Welfare only. The Committee, 
accordingly, recommends that to nurture the nascent medical 
devices industry, the government should consider creation of 
a separate Department of Medical Devices for playing the role 
of a policy maker, facilitator as well as regulator.

The Dept of Pharma & Honourable Minister Shri Mansukh 
Mandaviya announced it is organising a large-scale India 
MedTech Expo 2022 event on Medical Devices sector form 09-
11th December 2022 at Pragati Maidan, New Delhi with the 
focus to showcase India’s journey and opportunities in the sector.
The event will create opportunities to network and explore 
collaborations both for the sector’s growth in India and its 
potential contribution globally, duly bringing together all the 
stakeholders such as PLI Participants, Start-ups, MSMEs, 
Innovative Entrepreneurs, R&D Facilities, Incubators, Public and 
Private Hospitals, etc.

The event will bring together industry, academia, research 
institutions, investors, state governments, MedTech parks and 
the Government bureaucrats for taking the sector on a forward 
growth trajectory. The Prime Minister is expected to 
inaugurate the Expo and this will provide further impetus to this 
sector which we hope one day will become one of the ToP5 
manufacturing hubs of Medical Devices worldwide.
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B-4, Mandir Apartments, Opp. Jodhpur Char Rasta BRTS Bus Stop, Satellite Road, 
Ahmedabad-380 015. Gujarat,  INDIA. 
Mobile : +91 98254 57563 • E-mail : info@medisourceasia.com / dlpandya@gmail.com
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Mr V C Petwal, Head, Radiation 
Processing Lab, Raja Ramanna 
Centre For Advanced Technology  
(RRCAT),Department Of Atomic 
Energy, Government Of India 
located in Indore. RRCAT is 
working in non-nuclear frontline 
research in the area of accelerator 
and laser technologies. RRCAT 
h a s  d e s i g n e d ,  d e v e l o p e d , 
commissioned an electron beam 
facility under the AtmNirbhar 
Bharat Abhiyan of Government of 
India. The facility is being operated 
b y  t h e  c e n t r e  t o  p r o v i d e 
commercial sterilization service to 
m e d i c a l  d e v i c e s  ( E - b e a m 
steri l ization). The faci l i ty is 
l icensed by Atomic Energy 
Regulatory Board (AERB), Food 
and Drugs Administration (FDA) 
MP state and has ISO 9001:2015 
and ISO 13485:2016 certification 
for providing electron beam 
processing service for sterilization 
of medical devices as per the 
requirements of ISO 11137. 

In a free-wheeling interview to 
“Medical Plastics Data Service", 
apart from introducing the first 
e-beam sterilization facility in 
the country, the process of 
sterilization, Medical Devices 
that can be sterilized by this 
technique,  its comparative 
advantages as well as how the 
Indian Medical Device Industry 
can take benefit from this 
facility.

Radiation Processing In-charge, ARPF & Head, Radiation Processing Lab
Department of Atomic Energy, Govt. of India
Raja Ramanna Centre for Advanced Technology, Indore, Madhya Pradesh - 452 012

vikash@rrcat.gov.in

E-beam Sterilization : 
A Unique Opportunity For 
Indian Medical Device 
Industry

Raja Ramanna Centre For Advanced Technology 
(RRCAT) has set-up an electron beam sterilization 
facility at Indore. Can you please briefly share over 
view on this facility?

MPDS

VCP Raja Ramanna Centre for Advanced Technology 
(RRCAT) is a Premier R&D Institute of Department of 
Atomic Energy, Government of India. RRCAT is working 
in non-nuclear frontline research in the area of 
accelerator and laser technologies. RRCAT has setup an 
in-house developed 10 MeV electron linear accelerator 
(Linac) technology based radiation processing facility at 
Indore, Madhya Pradesh. The facility is designed, 
developed, commissioned and operated by RRCAT 
under the “AtmaNirbhar Bharat Abhiyan” of government 
India and providing radiation services for medical devices 
sterilization. The facility is licensed by Atomic Energy 
Regu la to ry  Board  (AERB) ,  Food and Drugs 
Administration (FDA) MP state and has ISO 9001:2015 
and ISO 13485:2016 certification for providing electron 
beam processing service for sterilization of medical 
devices as per the requirements of ISO 11137. With these 
credential and approvals, this is the first e-beam facility in 
the country providing commercial radiation sterilization 
service to the regulated medical devices.

RRCAT Linac based e-beam sterilization facility at Indore
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MPDS
MPDS

MPDS

Apart from commercial sterilization of medical devices, 
the e-beam facility is being used by many institutes, 
universities and industries across the country for variety 
of research applications such as sterilization of 
pharmaceutical API, irradiation of seeds for developing 
new crop varieties, modification of semiconductor device 
properties, colour modification of gem stones etc.

We understand you have already started offering this 
facility to the Industry. Can you please explain how is 
this facility being offered to Indian Medical Device 
Industry?

VCP VCP

VCP

Yes, 

Being the first e-beam facility in the country, various 
protocols/ process/ procedures are designed & 
developed to fulfil the requirement of Schedule IV & V of 
MDR-2017 and ISO 13485. The facility is critically audited 
by AERB, FDA, CDSCO notified bodies and after taking 
regulatory approvals & ISO certifications, RRCAT started 
offering radiation sterilization services to Risk Class-A 
and Risk Class-B medical devices on commercial basis. 

As the Government of India is celebrating the “Azadi ka 
Amrit Mahotsav”, to commemorate 75 years of 
progressive India and it’s achievements, DAE has 
decided to celebrate it by providing the e-beam 
sterilization service with indigenous Linac technology, at 
concessional rates. Medical device manufacturers from 
all around the country are welcome to take the advantage 
of the novel e-beam technology to sterilize their devices. 
Detail information on the procedure to be followed for 
availing sterilization service is provided on the link:  
https://www.rrcat.gov.in/organization/cat/incubation/ebr
pf.html.

In short, the facility have all the technical capabilities and 
control on process to provide e-beam sterilization 
services to Medical Device Industry, in conformance with 
international standard.

Electron beam radiation processing facility

Currently the Indian Industry is using either ETO 
Sterilization or Gamma Ray Sterilization process. 
Can please explain advantages of using e-beam 
sterilization.

Sterilization by EtO requires long exposure time (typically 
5-6 days), leaves chemical residue on devices and 
requires expensive breathable packaging for medical 
devices. Ionizing radiation is an attractive method for 
terminal sterilization of medical devices. Electron beam 
sterilization is equivalent to sterilization performed with 
Co-60 Gamma radiation. For example Gamma 
irradiation, e-beam doesn’t leave any residue and 

requires no post processing quarantine time. The 
processing time in electron beam is faster and based on 
ON/OFF technology. Electron beam is eco-friendly, and 
inherently safe and secure technology, due to which its 
application is increasing at a rapid rate. The medical 
devices are sterilized in their final packaging using the 
penetrating power of electron beams (without the need 
for opening packing). 

Are there any limitation of using e-beam sterilization 
particularly with respect to penetration or any other 
output?

MPDS

VCP

E-beam radiation refers to machine-generated high-
energy electrons. As electrons have mass & charge, the 
penetration is limited in interaction material. The 
penetration depth is directly proportional to energy of 
electrons and inversely proportional to the density of the 
interacting material. The medical devices are normally 
made of low density materials, whose packaging density 
lies in the range of 0.1 to 0.2 g/cc. The 10 MeV electron 
beam has adequate penetration depth for medical 
devices. The penetration depth for two sided irradiation of 
these medical devices is typically 400 mm to 600 mm. 
However, the medical devices/ implants made of high 
density metals pose challenges for electron beam 
irradiation and need to be evaluated on case to case 
basis.

Are there any effect on polymeric components of 
medical devices exposed to e-beam sterilization 
particularly with respect to causing aging as 
compared to Gamma ray sterilization?

Electron beam is eco-friendly, secure and its application 
is increasing at a rapid rate. Sterilization by electron 
beam is equivalent to sterilization conventionally done by 
gamma radiation. Similar to gamma radiation, e-beam 
irradiation can influence properties of the polymers. In 
some polymers, electron beam cause cross linking at 
molecular level and enhance the molecular mass of the 
polymer. The three dimensional network formed by cross 
linking, improves mechanical properties (tensile strength, 
impact strength, toughness, wear resistance, 
temperature resistance etc.) to provide more stability to 
the medical device. For example, e-beam cross linked 
polymers are widely preferred for making knee and hip 
i m p l a n t s .  I n  s o m e  p o l y m e r i c  m a t e r i a l 
discolouration/degradation of material is observed with e-
beam irradiation, as observed with gamma irradiation, 
but the magnitude of discolouration/degradation with e-

Typical scenario of radiation processing using electron beam
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beam irradiation is relatively low. The medical devices 
made of PVC, PMMA, polyethylene, polyamide, 
polycarbonate, polyester, polystyrene, polyurethanes, 
thermosets etc. exhibit good to excellent tolerance for e-
beam irradiation in sterilization dose range 25 -50 kGy.

MPDS Please explain the formalities to be undergone by 
Industry particularly with respect to regulatory 
licences.

VCP Medical device manufacturers willing to avail the e-beam 
radiation sterilization service can apply by sending the 
service request form to us. Subsequently RRCAT team 
will proceed for client registration and detailed product 
dose mapping & feasibility study. Once the product 
qualifies the feasibility study, a unique product 
registration number is issued to the client’s product which 
is used while bulk radiation processing of customer 
product.

From As per Medical Device Rule (MDR) 2017, client 
shall obtain “Loan License” from State FDA/CDSCO in 
Form no. MD-6 for Risk Class- A & B and submit the 
original copy to RRCAT to avail commercial irradiation 
service. RRCAT provide all possible guidance /support to 
client in obtaining loan license from FDA/CDSCO.

MPDS

VCP

What kind of Medical Devices are compatible with e-
beam sterilization?

Electron beam is eco- friendly and unlike EtO, does not 
leave any harmful residue in the sterilized product.  
Though e-beam can be used to sterilize all risk class 
A/B/C/D products. Currently, RRCAT facility provide 
sterilization service to Risk Class A & Risk Class-B 
products. Various kind of catheters, syringes, surgical 
dressings, gauge pieces, eye implants, collagen sheets, 
packaging material, body implants etc can be sterilized 
with electron beam. Detailed dose mapping study of each 
product is required for process development & validation 
before doing large scale commercial sterilization.

5 Medical devices standardised for E-beam sterilization

RRCAT has signed a MoU with med tech multinational company Becton Dickinson to sterilize their 
product Venflon Pro. The first consignment of 3.15 lakhs devices contained in 630 cartons were 
dispatched  after sterilization on 20th October 2022. This public private partnership (PPP) will serve 
as a role model to transfer the benefits of indigenous developed technology to the common man to 
fulfill the dream of the Hon'ble Priminister's vision to make AtmNirbhar Bharat.

Vacutainers



Recent studies have shown 
that plasma can efficiently 
inactivate microbial pathogens 
such as bacteria, fungi, and 
viruses in addition to degrading 
t o x i n s .  M o r e o v e r ,  t h i s 
technology is effective at 
inactivating pathogens on the 
surface of medical and dental 
devices, as well as agricultural 
products. The current practical 
a p p l i c a t i o n s  o f  p l a s m a 
t e c h n o l o g y  r a n g e  f r o m 
sterilizing therapeutic medical 
devices to improving crop 
yields, as well as the area of 
food preservation. A  review 
introducing recent advances 
and future perspectives in 
plasma technology, especially 
in applications related to 
disinfection and sterilization is 
givent @ ref1 below. It also 
introduces the latest studies, 
m a i n l y  f o c u s i n g  o n  t h e 
potent ia l  app l ica t ions o f 
plasma technology for the 
inactivation of microorganisms 
and the degradation of toxins.

What is Plasma ?

There are three commonly encountered states of matter: solid, 
liquid, and gas. When a solid is heated, it transforms into a liquid 
and then from a liquid into a gas. If enough energy is applied to 
gas, it becomes an ionized gas known as plasma, which 
represents the fourth fundamental state of matter [8]. The plasma 
contains reactive chemical species such as electrons, ions, 
neutral molecules, and atoms, as well as charged species [9]. In 
addition, the emission of radiation occurs in the ultraviolet (UV) as 
well as visible and near-infrared regions during plasma 
generation.

Future Perspectives in Medicine and Dentistry

Sterilization of medical instruments contaminated with 
pathogens is crucial in preventing secondary infections. 
Currently, medical instruments are sterilized by autoclaving, 
gamma-ray treatment, UV exposure, and the use of gases such 
as ethylene oxide, hydrogen peroxide, formaldehyde, peracetic 
acid. Each sterilization method has both advantages and 
disadvantages. 

The potential of plasma technology in medical and dental 
applications is extremely broad. Along with disinfection / 
sterilization of medical and dental devices, the technology could 
be used to treat beds, desks, and floors . Plasma technology may 
also have therapeutic potential. Therapeutic uses include the 
treatment of skin diseases, blood coagulation as well as dental 
treatment and applications in dermatology such as chronic 
wound healing. Recently, the potential application of plasma 
technology as a novel anticancer therapy has been assessed. 
Induction of cancer cell death by both direct and indirect 
exposure of plasma has been reported. 

(Ref 1 : 
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6834201/)

Plasma Technology

Disinfection and Sterilization Using Plasma Technology
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Mr. Amit Dave, 
M. Pharm, MBA, 
Former CEO - Brazil Operations/
Vice President Export – 
Zydus Cadila/Claris Lifesciences

In the first article in this series, we 
h a v e  t o u c h e d  u p o n  b r o a d 
background of the need and role of 
Regulatory laws. In the next article, 
we saw the perspective of the 
Regulatory outline. The article 
elaborated the concepts of QRS, 
denoting Quality, Risk and the 
Systems which will make the final 
product fool proof. This outline will 
be followed by product specific 
norms and Handling norms (HP). 
The total concept will thus be 
represented by QRS HP formula.

The next article discussed and 
described the starting point of 
Regulatory norms of any country 
which is Product Classification. We 
saw Classification of Medical 
Devices in the major countries and 
understood that this classification 
outline is fairly common across the 
major countries of the world. 

In today’s article, now we will see 
the commercial aspects of the 
international market. Here we are 
starting with the market selection 
(or country selection). Before that, 
the article explains the logical 
reasons about why one should 
choose and go for a market outside 
India rather than sticking to India 
market only. 

Happy reading!!

International Market Exploration 
For Medical Devices

Now when we have seen some very broad aspects of 
International registration as well as their similarities with the 
Indian regulatory guidelines (current and planned for the future 
implementation), we will see here about commercial and market 
aspects for the International arena.  

Why to explore international market
In the USA, export means to send goods to Mexico. On the other 
side, almost all the European countries think of export from the 
beginning. The main reason of this basic thinking difference is 
because of the domestic market size. US domestic market size is 
big enough while almost all the European countries have smaller 
market size. Since the market size is in parallel to the population, 
a good comparison of population of the USA with that of 
European countries will reveal this fact. USA population is 33 
crore while almost all the countries of Europe have less than 5 cr 
population baring exceptions like Germany, France, the UK, etc. 

A similar thinking process has been observed in India. Domestic 
market being large enough, the Companies think of Export 
strategy only at a later stage. So why should a Company think of 
Export?

The first reason is market opportunity size. If we consider only 
nearby countries, without going too far, and consider their total 
population, that itself is almost equal to the population of India. In 
other words, market size of only nearby countries will double the 
size of the market opportunity available. And incidentally, 
regulatory aspects are comparatively simpler in these nearby 
countries. 

The second reason is market realization. Even in “not very rich” 
nearby countries, product realization for Medical Devices is 
better than that in India. This higher realization very well covers 
extra expenses spent for these markets. Transportation cost (by 
sea) to many of these countries is lesser than domestic transport 
costs if planned smartly.

The third reason is less competition. Outside India, competition is 
generally lesser. This is one reason of higher realization, of 
course. 

Distances generally scare a common person. We always think 
that Export means far off and distant markets. However, on little 
consideration, one will find out that Ahmedabad to Kolkata is 
comparable to Ahmedabad to Dubai; and Delhi to Chennai is 
comparable with Delhi to old CIS countries. 
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To summarize, factors like large market opportunity, better 
realization, less competition, and reachable distance go in favour 
of overseas markets. These are reasons enough to include 
Export in the strategic planning of a 
p r o g r e s s i v e  f o r w a r d - l o o k i n g 
company.

The next step is the market selection.

How to select target Export 
markets
The common practice followed here, 
albeit wrongly, is the herd mentality. 
Since a competitor is going to market 
X, a company also decided to go to 
the same market. In doing so, either 
we miss a better opportunity, or we 
probably follow the mistakes done by 
a competitor. Also, no readymade 
shortcut solution is available here. A 
company  mus t  make i t s  own 
independent decision in this regard, 
and some simpler way of decision 
making should be followed. One such 
suggestive method is explained 
below.

• Decide the criteria or factors which
 are important for your decision. 

 Examples are Regulatory simplicity,
 Better realization, Larger market

Evaluation of East African countries for Medical Devices 

 size, Political stability, Initial contacts available in a country,
 Language barrier, and so on. This is a good list. The decision
 maker can add / substitute some of these criteria.

• Give priority and weightage to these
  criteria, from high to low. Total
  weightage should be adjusted to
  100, for ease of calculation.

• C o n s i d e r  c o u n t r i e s  o f  a
  subcontinent or a geographical
  area first for evaluation, and put
  them in an excel table in the first
  column.

• Put criteria on top of the table and
  put weightage in the second row 
  (demonstrated below).

• Now start evaluating each country
  under consideration after gathering
  s o m e  i n f o r m a t i o n ,  i n t e r n e t
  exploration and using known
  sources of information.

A table will be ready which will be a 
good way of selection judgement. An 
example is demonstrated  below. 
Please see the table carefully, 
including explanations. This will 
clarify the basic methodology. 

Market size 
(population)

Regulatory 
scenario

Competition Known 
contact

Political/ 
Economical 

stability
TOTALLanguage

Weightage 25 1001015151520

 Ethiopia 20 10 7 3 3 10 53

 Kenya 10 13 8 10 10 10 61

 Uganda 10 10 8 5 9 10 52

 Tanzania 11 8 8 5 7 10 49

Country list

Explanation

Ethiopia has 
highest 

population. 
(E 11 cr; Tanz 
5.5 cr; Kenya, 
Uga 5 cr each)

Assumed that 
the Co. has a 

contact in 
Kenya, who 
can connect 

with Uga, Tanz

Based on  web 
search and 
personal 

knowledge

Taken as an 
example, 

assuming info 
from known 

contact

Ethiopia not 
stable

All English

It is clear from the table that Kenya is the first choice. (The reader 
is, however, requested to consider this as an example only, and 
not a recommendation.) 

By changing criteria or weightages and by internal discussions, a 
Company can easily derive a logical and correct conclusion by 
this method (which is adopted from some consultancy company 
models). 
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Global Trends

Sterilization Services Market by Method
Sterilization Services Market Overview 2030
The global sterilization services market size was valued at 
$3,381 million in 2020, and is projected to reach $5,594 million by 
2030,registering a CAGR of 5.1% from 2021 to 2030.

The COVID-19 outbreak is anticipated to have a positive impact 
on growth of the sterilization services market. Ethylene 
oxide(ETO) sterilization segment is expected to witness a incline 
owing to rise in usage of ethylene oxide (ETO) sterilization in 
various applications such as medical device sterilization, 
pharmaceutical sterilization, and sterilization & disinfection in the 
life sciences industry. The use of reprocessed equipment to 
sterilize or disinfect medical devices is higher than normal during 
the COVID-19pandemic since inappropriate decontamination of 
medical devices can rise the 
chances of COVID-19. This 
has surged the demand for 
sterilization services to ensure 
the appropriate sterilization of 
medical devices.

Steri l ization services are 
recognized as the way of 
e l i m i n a t i n g  u n w a n t e d 
microorganisms present in the 
environment. In sterilization 
services, physical or chemical 
methods are used to kill spore, 
microbes, and viruses. In 
hospitals & other medical 
facilities, the risk of cross-
infection from equipment, 
surface & skin of patient, and healthcare staff as well as 
contamination of pharmaceutical or other products has increased 
considerably. Thus, sterilization services serve as an ideal 
method to inhibit the growth of microorganisms. Different types of 
sterilization services include ethylene oxide (ETO) sterilization, 
gamma sterilization, and e-beam sterilization.

Increase in incidence of hospital-acquired infections; surge in 
number of surgical procedures that need high intensity infection 
prevention& control; rise in number of government awareness 
programs to ensure high degree infection prevention; increase in 
geriatric population; and rise in cases of chronic diseases such as 
diabetes, cancer, heart obesity, and respiratory disorders act as 
the key driving forces of the global sterilization services market. 
In addition, increase in need for sterilization services in hospitals 
& clinics, technological advancements in sterilization equipment, 
and surge in outsourcing of sterilization services among hospitals 
and pharmaceutical & medical device companies are expected to 
b o o s t  t h e  g r o w t h  o f  t h e 
sterilization services market. 
However, concerns regarding 
the safety of reprocessed 
instruments are expected to 
restrain the growth of the market. 
C o n v e r s e l y,  h i g h  g r o w t h 
potential in emerging countries 
is expected to offer lucrative 
opportunities during the forecast 
period.

The World Health Organization 
(WHO) on January 30, 2020 
declared COVID-19 outbreak a 
public health emergency of 
international concern. COVID-

19 has affected around 210 countries across the globe. 
Equipment sterilization process plays a critical role in inhibiting 
the spread of COVID-19 infection in healthcare settings. Patient 
to patient pathogen transmission via medical equipment can be 
completely prevented by properly sterilizing medical equipment. 
The use of reprocessed equipment to sterilize or disinfect 
medical devices was higher than normal during the COVID-19 
pandemic since inappropriate decontamination of respiratory 
care devices, surgical instruments, reusable hemodialysis 
machines, and endoscopic devices may increase the risk of 
COVID-19 infection. These factors have augmented the demand 
for sterilization services to ensure appropriate sterilization of 
medical devices. Thus, the outbreak of COVID-19positively 

impacted the growth of the 
global market.

Sterilization Services Market 
Segmentation 

The ster i l izat ion serv ices 
market is segmented into 
method, mode of delivery, end 
user, and region. On the basis of 
m e t h o d ,  t h e  m a r k e t  i s 
categorized into ethylene oxide 
(ETO) sterilization, gamma 
s t e r i l i z a t i o n ,  E - b e a m 
sterilization, and other methods. 
By mode of delivery, it is divided 
into off-site sterilization services 
a n d  o n - s i t e  s t e r i l i z a t i o n 
s e r v i c e s .  T h e  o f f - s i t e 

sterilization services segment is further divided into ethylene 
oxide (ETO) sterilization, gamma sterilization, E-beam 
sterilization, and other methods. The on-site sterilization services 
segmentis further divided into ethylene oxide (ETO) sterilization, 
gamma sterilization, E-beam sterilization, and other methods. 
Depending on enduser, it is categorized into hospitals & clinics, 
pharmaceutical & medical device companies, and others. Region 
wise, the market isanalyzed across North America, Europe, Asia-
Pacific, and LAMEA.

Segment review 

On the basis of method, the ethylene oxide (ETO) sterilization 
segment was the major revenue contributor, and is projected to 
grow significantly during the forecast period. This is attributed to 
wide usage of ETO sterilization in sterilization & disinfection in the 
life sciences industry.

By end user, the pharmaceutical & medical device companies 
segment was the major shareholder in the sterilization services 

market ,  owing to  surge in 
prevalence of hospital-acquired 
infections (HAIs), increase in 
number of pharmaceutical & 
medical device companies, rise in 
adoption of single-use medical 
d e v i c e s ,  a n d  i n c r e a s e  i n 
outsourcing of  ster i l izat ion 
services among pharmaceutical & 
medical device companies across 
the globe.

https://www.alliedmarketresearch
.com/sterilization-services-

market-A07513
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• ISO 9001   ISO 14001   ISO 45001

• MDR 2017   CE   ISO 13485   EU MDR

• HACCP   FSSC 22000   ISO 31000   ISO 50001

• SA 8000   Sedex   BSCI

• Management Audit   Audit   Process Audit   Safety Audit



DoC Approves Setting Up Of Separate Export 
Promotion Council For Medical Devices

Medical Devices Industry Asks Govt To Define And Bring 
Clarity On Online Sale Of Devices In New Drugs Bill, 2022

The medical devices industry in the country has sought the 
Centre to define online and offline mode of sale, provide more 
clarity on the regulations that are binding the online sales and 
suggested inclusion of online medical devices players under the 
Uniform Code for Medical Devices Marketing Practices 
(UCMDMP).

The Association of Indian Medical Device Industry (AiMeD), in its 
feedback to the government on the draft New Drugs, Medical 
Devices and Cosmetics (NDMDC) Bill, 2022, has said that there 
needs more clarity to some of the sections which points on 
regulations related to online sales of medical devices.

For instance, in the Section 130 (4) of the draft, where it 
discusses prohibition of import or manufacture and sale of 
medical devices, the government intends to make regulations 
that no person shall himself or by any other person on his behalf 
sale, distribute or offer for sale the medical devices by online 
method, as may be prescribed, for which a license or permission 
is required to be obtained from the licensing authority, except 
under and in accordance with such license or permission subject 
to such exemptions and conditions and in such form and manner 
as may be prescribed.

“We would suggest defining what is Online and Offline Mode for 
greater clarity and understanding of all stakeholders from a policy 
maker/regulatory perspective,” said the Association.

“Both Methods of Sale are totally different and communities' 
health and well being is compromised with sale/delivery formats 
which have no clarity,” it added.

Under the Section 158 (z) of the draft, where it discusses the 
powers of the Central Government to make rules for the Chapter 
VI related to medical devices after consultation with or on 
recommendation of the Medical Devices Technical Advisory 
Board and subject to previous publication, the government has 

powers to prescribe the manner of regulating online sale or 
distribution or offer for sale of the medical device.

“We would like that better clarity is provided on the following: 
Whether online players in medical devices are also covered 
under Consumer Protection (Ecommerce Rules), 2020 under 
Consumer Protection Act 2019? Whether they are also subject to 
Medical Device Regulation?,” said the Association.

The online players are also covered under IT Act and this means 
the online businesses will be subject to multiple regulations and 
all acts have to be cross referenced for better clarity to protect 
consumer safety.

Communities, consumers are often under the impression that 
online businesses are strictly regulated and all regulatory, 
licensing aspects are already addressed. Food Safety Standards 
and Regulations Authority can be referred to as FSSAI has 
brought all Online FBOs under strict regulatory mechanism with 
well defined Regulatory specification, it added.

Besides, the Association also suggested that the online players 
should also be brought under the marketing code of conduct.

“Marketing Code of Conduct (UCMDMP) should include the 
Marketing Code of Conduct for Online players based on the 
Consumers Protection (ecommerce rules) 2020, released by the 
ministry of consumer affairs under the Consumer Protection Act 
2019. Basic Marketing Code of Conduct is defined for online 
players under the said rules,” it added.

As reported earlier, the Association also sought the Centre to 
include software or an accessory to the definition of In-vitro 
diagnostics device which is referred to in the Section 3 (zd)(b) of 
the draft Bill.

http://www.pharmabiz.com/NewsDetails.aspx?aid=153165&sid
=1 September 12, 2022

The Department of Commerce (DoC) has approved setting up a 
separate Export Promotion Council (EPC) for the medical 
devices sector under the administrative control of the 
Department of Pharmaceuticals to help exporters in promoting 
their products in international markets. The medical devices 
industry welcomed the move and the strategic step will go a long 
way in accelerating the exports of medical devices from India.

The creation of the EPC for medical devices is approved by the 
DoC with one time waiver of the condition in guidelines on the 
subject, stipulating creation of an Export Promotion Forum 
initially, before its upgradation as EPC.

The Council will be headquartered in YEIDA, Greater Noida, 
Uttar Pradesh with regional offices in Andhra Pradesh (in AMTZ, 
Visakhapatnam) and Telangana (in Hyderabad). The 
headquarters will be set up with initial funding of Rs. 3 crore, in 

free office space of around 5,000 swift area at the upcoming 
Medical Devices Park Common Facility Centre in Greater Noida, 
and required secretarial staff to run the Council.

The Regional Office at Visakhapatnam is expected to be set up in 
a period of one year, by the end of 2023, and the regional office at 
Hyderabad will be set up in a period of three years, by 2025. The 
office space, manpower and other requirements for the regional 
offices has to be fulfilled by the respective State Governments, 
said an Office Memorandum from the DoC.

The Council’s administration and management will be through 
the Committee of Administration with elected and nominated 
members. The nominated members shall be from Department of 
Pharmaceuticals, Department of Commerce, Department for 
Promotion of Industry and Internal Trade (DPIIT), ministry of 
health and family welfare, Central Drugs Standard Control 
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DoP Invites Eligible Medical Devices Firms To Apply 
For Newly Formed Category B of PLI Scheme

The Department of Pharmaceuticals (DoP) has called for 
applications from eligible medical devices firms for the newly 
created Category B of the production linked incentive (PLI) 
scheme for promoting domestic manufacturing of medical 
devices.

The Department, on August 18, revised the guidelines of the 
Scheme creating a second category of medical devices by 
dividing the eligible products in the single category of medical 
devices it had in the initial guidelines issued in 2020. Eligible 
applicants for Category B may apply through online mode from 
September 1, 2022 and the last date of receipt of complete 
application is October 31, 2022.

With the revised guideline, the list of medical devices in the 
Annexure 1 of the guideline has been referred as Category A, 
while a newly bifurcated Annexure 1A has been referred to as 
Category B. Changes were also been made in other clauses and 
Annexures based on this revision.

The application window for the PLI scheme according to the 
previous guideline ended on November 30, 2022, but the revised 
guideline has provisions to keep the application window open 
based on notice issued by the Department from time to time.

The previous guideline fixed that a maximum of 28 applicants 
shall be selected under the scheme, with a maximum of 10 

applicants under each target segment. According to the revised 
guidelines, the number of applicants shall be selected under the 
scheme based on availability of outlay approved under the 
scheme.

The department has earlier said that with an objective to boost 
domestic manufacturing, attract large investment in the medical 
device sector, it had launched a production linked incentive (PLI) 
scheme for promotion of domestic manufacturing of medical 
devices to ensure a level playing field for the domestic 
manufacturers of medical devices with a total financial outlay of 
Rs. 3,420 crore for the period 2020-21 to 2027-28.

In the first round, 28 applications were received from 23 
applicants under the Scheme. Out of which, 13 applications with 
committed investment of Rs. 798.93 crore by the companies 
were approved with expected employment generation of around 
3,812 persons. Since few slots remained unfilled for certain 
products, applications were invited again with the last date of 
submission as August 31, 2021 and a total of 14 applications 
were received. It has approved eight plants in an EC meeting held 
on November 25, 2021. The DoP has recently released a list of 21 
applications approved under the scheme till then.

http://www.pharmabiz.com/NewsDetails.aspx?aid=152871&sid
=1 ; August 27

Organisation (CDSCO), chief executive officers or managing 
directors of major medical device clusters or parks especially, 
including the MD of Andhra Pradesh MedTech Zone and chief 
executive officer of Hyderabad Pharma City etc.

Commenting on the initiative, Rajiv Nath, forum coordinator of 
Association of Indian Medical Device Industry (AiMeD) said, “It's 
a great news, a big boost to Indian Medical Devices 
Manufacturing. The long sought and requested Medical Devices 
Exports Promotion Council is finally sanctioned to be created 
under the aegis of DoP, Government of India. This strategic step 
will go a long way in accelerating the exports and manufacturing 
growth of the medical devices sector.”

India currently exports Rs. 23,766 crore (2021-22) of medical 
devices up from previous year Rs. 19,736 crore. However, with 
almost 80 per cent of the medical devices demand in the country 
is met through imports, the government and the industry are 
looking at various methods to improve domestic manufacturing 
and increase the exports from the country.

The Office Memorandum further states that the chairman and 
vice chairman of the Council shall be elected from members who 
are manufacturers or processors of medical devices and other 
members, including from merchant exporters, shall not be 
eligible for the post. While the final decision on the jurisdiction will 
be taken by the CoA, the office in Visakhapatnam is expected to 
have jurisdiction over Andhra Pradesh, Orissa, Tamil Nadu and 
Chhattisgarh, the office in Hyderabad will have jurisdiction over 
the States of Telangana, Karnataka, Kerala and Maharashtra. 
The headquarters will serve the requirements of the member 

exports pan India till the regional facilities come up.

The entire range of medical devices goods and services could be 
broadly qualified into sub-groups named as panels, such as 
disposables, consumables, orthopaedic implants, IVD 
equipment and reagents and surgical instruments. There would 
also be panels for policy advocacy, technology upgradation and 
transfer and start-ups.

“The proposed council shall, inter alia, help exporters in 
promoting their products in international markets, through 
various promotional activities including organising/participating 
in international trade fairs, buyer-seller meets, RBSM in India, 
etc., in line with the Foreign Trade Policy (FTP) of India,” said the 
Office Memorandum. The Council may also organise awareness 
programmes for dissemination of information regarding 
assistance available for the MSME exporters under various 
government schemes. EEPC India will provide assistance and 
guidance to the new Council in discharge of its function for a 
period of five years.

Nath said, “The Exports Promotion Council for Medical Devices 
will help bring in coordinated inter-ministerial policy measures for 
unleashing the huge export potential and investment potential of 
over Rs. 80,000 crore for manufacturing medical devices for the 
global market in India’s quest to be one of top 5 preferred supplier 
base of medical devices worldwide and we are thankful to the 
minister of commerce and industry in taking this initiative to help 
realise our Prime Minister’s vision.”

http://www.pharmabiz.com/NewsDetails.aspx?aid=153404&sid
=1  September 23, 2022
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Industry News
Plastic product maker TekniPlex rebrands

The updated brand structure unites all business units under two divisions: 
Healthcare and Consumer Products.

Tekni-Plex Inc., known for a wide-ranging portfolio of plastic 
products, has announced a rebrand that company officials say is 
intended to streamline its corporate identity and further leverage 
its name recognition.

In a Sept. 8 statement, the Wayne, Pa.-based company says the 
effort comes “in the midst of unprecedented growth”, as the firm 
has effectively doubled in size from having made 15 acquisitions 
in the last five years. This growth culminated in a recent 
reorganization of its lines of business into two primary divisions: 
TekniPlex Healthcare and TekniPlex Consumer Products. “The 
rebrand is the next market-facing step in this evolution,” 
TekniPlex officials said.

Uniting under the TekniPlex Healthcare division brand are legacy 
business units Colorite, Natvar, Dunn, JPG, TekniPlex Flexibles, 
TekniFilms, TekniPlex Europe, TekniPlex Gallazzi, Beyers 

Plastics, Lameplast, and LF of America, previously known as 
“Medical” and “Healthcare Packaging”; and uniting under the 
TekniPlex Consumer Products division are legacy businesses 
Dolco, TriSeal, Action Technology, MMC Packaging Equipment, 
Grupo Phoenix, M-Industries, Geraldiscos, Keyes, and Fibro.

“The updated brand structure unites all business units under 
[these] two divisions,” the company said. “The transition to a 
more uniform market presence will take place over time.”

TekniPlex – which makes a range of healthcare and consumer 
products – employs approximately 7,000 workers throughout its 
operations in Belgium, Brazil, Canada, China, Colombia, Costa 
Rica, Germany, India, Italy, Mexico, Northern Ireland, and the 
U.S.

https://www.canplastics.com/packaging/plastic-product-maker-
tekniplex-rebrands/1003459437/ September 15, 2022

MTaI Expects Record FDI Growth In MedTech Space In 2022
The Foreign Direct Investment (FDI) inflow during the whole year 
is expected to be at a record high, even as the first six months of 
the year reported significant growth of FDI in the MedTech sector 
to $354 million in the six months from January to June 2022 as 
against $49 million during the same period last year. The growth 
in the first six months indicates, among others, that the China+1 
equation might manifest for India too, said the Medical 
Technology Association of India (MTaI).

Pavan Choudary, chairman & director general, MTaI, said, “There 
is another development which is that China has moved to curb 
the import of some MedTech equipment like magnetic resonance 
imaging, computed tomography, x-rays and endoscopes by 
mandating local hospitals to procure products only made in 
China. This kind of straitjacketing of business usually makes the 
industry quietly step-back.

“It however, presents a unique opportunity for India to capitalize if 
there is an exodus of global investments from China. Though, not 
free from hurdles like pricing & regulatory instability, multiplicity of 
authorities governing the sector, India with its similar political 
dispensation, market systems and shared histories of peace with 

western countries, offers a sound alternative for investors,” 
added Choudary.

The overall FDI inflow to India during the first quarter of this 
financial year was 22,347 million dollars, a dip of 0.7% in 
comparison to the corresponding period’s figure of 22,525 million 
dollars in previous year. During this period Mauritius (2369 million 
dollars), Singapore (5,687 million dollars) and UAE (2,146 million 
dollars) were the countries with the most FDI to India. In contrast, 
the FDI in MedTech rose saw a colossal increase by 1,030 per 
cent in comparison to the previous corresponding year’s figure, 
which is reflective of the high potential of this sector and global 
investors recognition of the same.

“In the next 6 months, we estimate that FDI would increase 
further and make this a record year for foreign investments in the 
MedTech space. One of the catalysts will be the National Medical 
Device Promotion Council (NMDPC) under the new charioteer- 
the Department of Pharmaceuticals which is genuinely trying to 
rid the industry of redundant burdens,” opined Choudary.

http://www.pharmabiz.com/NewsDetails.aspx?aid=153401&sid
=1 September 23, 2022

Siemens Healthineers Ties Up With IISc, HCG, Narayana Health
Bengaluru: German medical technology firm Siemens 
Healthineers on Friday announced partnerships with the Indian 
Institute of Science (IISc), cancer care provider HealthCare 
Global Enterprises (HCG), and Narayana Health (NH), which 
runs a chain of speciality hospitals and care centres.

Peter Schardt, chief technology officer of Siemens Healthineers, 
said the tie-ups will help the company expand its technological 
capabilities, allow it to be closer to patients, and help fight the 
most threatening diseases.

The collaboration with IISc aims to drive research and co-
creation of technologies that improve imaging, and will also aim 
to address issues around access to care. Prof Govindan 
Rangarajan, director of IISc, said, “As IISc is opening up a new 
frontier of clinical research with the establishment of the IISc 

Medical School and Bagchi-Parathasarathy Hospital, this 
partnership with Siemens Healthineers will strengthen our focus 
in integrating science, engineering and medicine. This 
partnership will also enable our researchers to invent 
technologies for better and affordable healthcare outcomes.”

The partnership with Narayana Health will focus on advancing 
cardiovascular care and digital transformation in healthcare by 
building on the capabilities from both organisations. The 
partnership with HCG aims to make cancer care more 
personalised through the application of diagnostic imaging 
technologies and artificial intelligence.

https://timesofindia.indiatimes.com/city/bengaluru/siemens-
healthineers-ties-up-with-iisc-hcg-narayana-

health/articleshow/94108590.cms ; Sep 10, 2022
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BENGALURU, India, 14 October 2022. Carclo Technical 
Plastics Pvt Ltd (CTP) announces that it has been 
awarded an Export Excellence Award by the Federation of 
Karnataka Chambers of Commerce and Industry (FKCCI).

At a ceremony in Bengaluru on 21 September, Carclo’s 
Bangalore operation was awarded a Gold award in the 
Medium-sized manufacturer category from around 2,000 
applicants. Director-India Operations, Mr. Premchand 
Pandurangan accepted the award on the company’s behalf 
from Dr. Murugesh Nirani, Minister for Large & Medium Scale 
Industries, Govt of Karnataka, and Dr. IS Prasad, President of 
FKCCI.

Corporate News

Judging criteria included 
scale and levels of export 

and degree of exporting 
experience.

Mr Premchand stated “I am very proud to accept this award 
and would like to sincerely thank all the Carclo team members 
who worked hard for this wonderful appreciation in the post 
pandemic arena.”

CTP’s facility in Doddaballapur near Bengaluru, Karnataka, is 
accredited to ISO 9001 and ISO13485 and conducts contract 

injection moulding of plastic components and assembly 
services for a range of clients in the medical, LED lighting and 
electronic business machine sectors. CTP operates the latest 
technology, all-electric injection moulding machines within 
both white room and ISO 8 clean room environments in 
Bengaluru as it continues to target medical and industrial 
customers in the region and overseas.

Carclo Technical Plastics, www.carclo-ctp.com, is the largest 
division within Carclo plc with manufacturing operations in the 
UK, East and West USA, Czech Republic, India and China. 
The business increasingly adds value to its customers by 
assembling and packaging finished devices for the medical, 
pharmaceutical, diagnostic and ophthalmic sectors. Typical 
products include drug delivery devices such as injection 
devices and asthma inhalers as well as diagnostic 
consumables such as pipette tips, reagent packs and Point-
of-Care cartridges.

Contact : Rohid Khader, Business Development Manager, 
on +91 97417 22655 for further details.
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Corporate News

Ground-breaking ceremony for new 
manufacturing facility of

Nu-Vu Conair Pvt. Ltd.
Nu-Vu Conair Pvt. Ltd., one of the leading manufacturers of Plastic Auxiliary 
Equipment in India organized a ground-breaking ceremony for its new 
manufacturing facility in Ahmedabad (Gujarat). The ceremony took place on 
27th Sep and the event was graced by Mr. Filippo Zuppichin (CEO, Piovan 
Group), Mr. Kirk Winstead (CEO, IPEG Inc), Mr. Davide Cappellini (CTO, 
Piovan Group) and the Indian Management Team of Nu-Vu Conair.
This will be the third greenfield facility of the company that will come up on 
the recently acquired 75,000 sq. ft. land adjacent to the current factory in 
Ahmedabad. Post this new plant which is expected to be completed in Dec-
23, the overall manufacturing set-up will reach to more than 2,00,000 sq. ft. 
The new plant will help augment company’s manufacturing capabilities by 
almost 50% to meet growing demand as well as better serve the customers. 

About Nu-Vu Conair Pvt. Ltd.
Nu-Vu Conair Pvt. Ltd., Ahmedabad, India is a joint venture company 
between Nu-Vu Engineers, Ahmedabad, India and The Conair Group, 
Pennsylvania, USA. Conair has manufacturing facilities in the USA in 
addition to India and manufactures 450 different products. The company 
also owns two world-class R & D (Research & Development) labs.

We, Nu-Vu Conair Pvt. Ltd. are a leading manufacturer of plastic auxiliary 
equipment in India. We have state-of-the-art manufacturing facility in 
Ahmedabad to manufacture central vacuum conveying systems, drying 
systems, gravimetric blending systems, chillers and mould temperature 
control units, crystallizers, belt conveyors, granulators and more for 
polymer processors. 

We have a PAN India and global presence with highly trained sales and 
service engineers to serve our valued customers. Nu-Vu Conair has 
garnered a significant level of trust in the market by offering world-class 
plastic auxiliary equipment, value added services and customized 
solutions. 

Reach Us: Nu-Vu Conair Pvt. Ltd.
Plot No. 147, 148 & 154, Devraj Industrial Park, Piplaj - Pirana Road, Piplaj, 
Ahmedabad - 382405  •  Phone: +91 79 2970 8147, +91 97129 28201 
Email: marketingindia@conairgroup.com | Website: www.conairgroup.in

Our Product Range :
• Infusion Set • Blood Transfusion Set • Measured Volume Burette Set • Alpha Foley’s Balloon Catheters • Scalp Vein 
Sets (Blister Pack) • Urine Bags • Uromeasure Urine Bags • Mucus Extractors • Cord Clamp (Blister Pack) • Guedel 
Airway • Three Way Stop Cocks • Extension Tubes with 3 way Stop cock • High pressure Monitoring Tubes • Feeding 
Tubes • All kinds of Catheters • Closed Wound Suction Unit • Yankaur Suction Set • A.D. Kit Sets • Water Sealed 
Drainage Bags • Other Diagnostic Products like Urine Culture Bottles Screw Type [30ml. 45ml. & 60ml.] • Petri Dish 
(55mm & 90mm)  

• Class 10000 Assembly [Clean Room] 

• In house Imported Injection Molding Machines 

• Latest ET.O. Sterilization Facilities 

• Own Govt. certified laboratory to perform 
  Chemical, Physico Chemical, Sterility & 
  Micro Biological Tests.

• Exporting our products to almost more than 23 countries. 

• “Alpha-Flow” I.V. Cannula  • Spinal Needles 
• Oxygen / Nebulizer Mask •  Gauze Swabs   
• Nasal Oxy Set (Twin Bore) • “Med-Exer” Spirometer (Three Balls) 
• I.V. Flow Regulators  • “Alpha Superfix” (Cannula Fixator)
  • Surgical Paper Tape 

Contact:
Mr. Sohil Saiyed (Director)
(M) 9638979798 
97, Alpha Estate, Near Abad Estate, Opp. Kashiram Textile, Narol,  Ahmedabad 382 405. [GUJ] INDIA
phone: +91-79-29700601/29700832 • Office Mobile: +91- 9638979798
Website: www.alphamedicare.com • E-mail: contact@alphamedicare.com

ISO 13485 : 2016 

ISO 13485 : 2016 & CE CERTIFIED COMPANY

Alpha Medicare and Devices Pvt. Ltd. 
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Product Gallery

Ronkonkoma, NY, USA, September 14, 
2022—Qosina, a global supplier of OEM 
singleuse components to the medical and 
bioprocess industries, has expanded its 
Class VI tubing portfolio with several new 
brands including Venabio®, Braided 
Flexelene™, Flexelene 135C™ and EJ 
Prene™. 

Qosina offers an extensive selection of 
stock and custom tubing in conveniently 
packaged small coils for prototyping and 
extended lengths for  large-sca le 
production requirements. Choose from 
more than 200 options in a variety of 
brands, types, diameters, durometers and materials.

Qosina carries a broad selection of these well-known Class VI 
tubing brands:

•  PharMed® BPT 
•  SaniPure™ BDF™
•  TuFlux®

Class VI Tubing Portfolio for Single-Use Medical Device 
and Bioprocess Applications

•  C-Flex® 
•  Tygon®
•  PharMed® BPT
•  Sani-Tech®
•  Venabio®
•  Braided Flexelene™ 135C
•  Flexelene™ 135C
•  EJ Prene™

Custom tubing configurat ions are 
available to meet exact specifications 
including cut-tolength pieces and custom 
coil sizes, colors and materials. 

Qosina is a one-stop source for medical 
and single-use bioprocess tubing, with low minimum order 
quantities, a liberal sampling policy and bill of material kitting, all 
supported by regulatory documentation and backed by Qosina’s 
assurance of supply.

Explore Qosina’s extensive selection of tubing options at 
qosina.com/tubing.

• Infusion Set
• Blood Administration Set
• Urine Collection Bag
• Urine Specimen Container
• Umblical Cord Clamp

• I.V. Infusion Sets

• Blood Administration Sets

• Scalp Vein Set

• Urine Collection Bags

• Ryles / Feeding Tubes

• Catheters and Tubes

• Surgical Gloves.
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Event

Medical Fair India Applauds The Formation Of The 
Medical Devices Export Promotion Council

Medical Fair India would like to congratulate the stakeholders on 
the newly formed India’s Export Promotion Council (EPC) for 
medical devices under the aegis of the Union Ministry of 
Commerce, Government of India. Led by the Department of 
Pharmaceuticals, the council will play a very important role and 
will be the voice of all manufacturers to encourage the ‘Make in 
India’ initiatives to a global landscape. This Council has special 
panels to promote specific categories of medical devices like 
disposables, consumables, orthopaedic implants, IVD 
equipment, surgical instruments and to also promote policy 
advocacy, technology upgradation, transfer and start-ups.

The EPC promises to help exporters in promoting their products 
in international markets through various activities including 
organizing and participating in international trade fairs, and 
buyer-seller meets, in line with the foreign trade policy of India. 
Therefore, Medical Fair India and our worldwide events under the 
umbrella of MEDICAlliance will further enable the manufacturers 
to showcase their products and services to a global platform 
including India and to create new business opportunities.

Thomas Schlitt, Managing Director, Messe Düsseldorf India 
says “I would like to congratulate everyone involved in the very 
successful formation of the Medical Devices Export Promotion 
Council (MDEPC). The Indian medical devices market is the 
fourth largest in Asia. It is among the top 20 markets in the world. 
About 80 percent of the market is dominated by imported medical 
devices, significantly affecting the profits of many small-scale 
manufacturers of medical devices in the country. We are 
extremely happy that Mr. Rajiv Nath, Forum Coordinator AIMED 
and Chairman of the Advisory Committee of Medical Fair India, 
plays a pivotal role in the creation of this Council along with the 
Department of Pharmaceutical, Government of India. I believe it 
is important for MDEPC to be engaged to unleash the huge 
export and investment potential for manufacturing medical 
devices for the global market.”

Rajiv Nath, Forum Coordinator of the Association of Indian 
Medical Device Industry (AiMeD) and Chairman of the Advisory 
Committee of Medical Fair India said: “It is great news, a big boost 
to Indian Medical Devices Manufacturing. The long-sought and 
requested Medical Devices Export Promotion Council is finally 
sanctioned to be created under the aegis of DoP, Govt. of India in 
Delhi NCR at the YEIDA Medical Device Park near upcoming 
Jewar International Airport. This strategic step will go a long way 
in accelerating the exports and manufacturing growth of the 
medical devices sector.”

Our best wishes to the Council in their new role and we believe 
that this crucial step will go a long way in accelerating the exports 
and act as the facilitation, promotion, and developmental body for 
the Indian medical device industry.

About Medical Fair India 

MEDICAL FAIR INDIA is held alternately at venues in Mumbai 
and New Delhi every year. As part of the MEDICAlliance family of 
medical fairs, it is organised by Messe Düsseldorf India, in 
cooperation with the team of the world's largest medical fair 
MEDICA. 

MEDICAL FAIR INDIA, India's No. 1 Trade Fair for Hospitals, 
Health Centres and Clinics, acts as a platform where connections 
are made and business relationships are nurtured. Medical Fair 
India is well known for its ability to detect trends and respond to 
market impulse. 

About 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. MAKE IN INDIA’ Pavilion 
is being formed by AiMED at Medical Fair India 2023.
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JIMIT MEDICO
SURGICALS PVT. LTD.
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Information Resources For Medical 
Technology Industry And Markets

An Authentic Portal Site On Medical Technology 
And Markets In Asia
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The Only Indian Portal Site On Medical Plastics/
Devices Technology And Trade

A Techno-Economic News Magazine For Medical Plastics,
Medical Devices, Diagnostics And Pharma Industry

CLASSIC COMPUTER SERVICES
B-4, Mandir Apartments, Opp. Jodhpur Char Rasta BRTS Bus Stop, Satellite Road, 
Ahmedabad-380 015. Gujarat, INDIA. 
Mobile : +91 98254 57563 • E-mail : info@medisourceasia.com / dlpandya@gmail.com

www.imdiconferences.com

Indian Medical Devices & 
Plastics Disposables Industry

Annual Celebration Of Knowledge Sharing, Brain Storming And Networking
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  M. : +91 98254 57563  
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• Account Name : Classic Computer Services 
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