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Why Medical Device Packaging Fail ?
Medical device packaging plays vital role in safety and quality of Medical Devices. Companies that package 
and ship medical devices are responsible for the health and safety of patients. Some of the common
mistakes which result in the failure of Medical Devices are explained.

Packaging Material Vendor Evaluation For Medical Device Manufacturers
Mr. Sanjay Shah, Director, Unikal Consultants
The article covers basics of packaging material regulatory requirements for medical device packaging and 
how to evaluate the vendor. Technical information for specifications is based on the EN ISO standards and
FDA guidelines as well as vendor evaluation requirements as per ISO 13485.

• Going Green: The latest sustainability trends in medical packaging
• Usability, Sustainability Becoming More Relevant in Medtech Packaging
• Thermoform Packaging Powered by Digital Watermarks
• How Do Recycled Materials Fit with Healthcare Packaging?

Bits & Pieces : Medical Device Packaging 

Biomaterial Basics: An Introduction to Biocompatibility and Biostability
Choosing the right polymers for your medical device is a complex process, including testing, quality control 
and compliance decisions. During material selection, one of the more common considerations original 
equipment manufacturers (OEMs) will encounter is the performance of the polymer in a biological
environment. The article defines biocompatibility and bio stability for medical polymers.

Preparing For Global Markets : Classification of your device - The starting point
Mr. Amit Dave, M. Pharm, MBA, Former CEO - Brazil Operations/ Vice President Export – Zydus 
Cadila/Claris Lifesciences
Understanding and classifying your device correctly is the first step for going ahead for overseas 
registrations. The article explains  how various Regulatory Authorities are classifying Medical Devices in their
countries.

• Drug-Coated Balloons Are Emerging As the Alternative to Metal Stents
• Advance Prefill Able Plastic Syringe Technology: BD To Partner Mitsubishi Chemical Partner For 
 Innovation

22
Testing & Validation Of Medical Device Packaging
Dr. R. Rangaprasad, Business Head, Packaging360
The article highlights : Key Considerations for The Development of Medical Device Packaging, Complying 
with packaging requirements is the responsibility of the medical device manufacturer, Notable changes to
ISO medical packaging standards as well as Testing Processes for Medical Packaging Design.
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• Centre Set To Send Medical Device Policy for Final Nod
• Govt reconstitutes National Medical Devices Promotion Council
• AiMeD Writes To PM For Separate Medical Devices Dept
• CDCO Releases Draft Guidance Documents On IVD Medical Devices To Help Transition To License 
 Regime
• To Regulate Medical Devices In India, Govt To Create 219 Jobs For Senior Officials, Drug Inspectors

• Import Of Medical Devices Up By 41% In Fy22
• CDSCO Issues Alert On Baxter’s Blood Purification Device Hemoperfusion Cartridge
• Medical Device Companies Gear Up To Make Kits To Test Monkeypox
• Wipro GE Healthcare, Boston Scientific Join Hands To Provide Cardiac Care Solutions In India
• Hypak, A New Contender In Flash-Spun Metamaterial Market (including Medical Device Packaging)

• AseptiQuik STC Series to Its Line of Steam-Thru Connectors

• 3 Common Misconceptions About Medical Device Packaging



“If I had asked people
what they wanted, they

would have said:
“Faster horses"

-Henry Ford
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3 Common Misconceptions About 
Medical Device Packaging
Misconception #1: Medical device packaging is one-size-fits-all.

Every medical device is unique, both in terms of design and indications for use. 

Manufacturers will need to consider the design and functionality of the device. 

By considering important device attributes like Sterilization methods, intended 
use, end-users, transportation and storage conditions, self life etc, 
manufacturers can avoid issues like failed packaging tests, product launch
delays, and regulatory submission issues.

Misconception #2: Medical device packaging only needs to be tested and
validated once

For new devices, there are three primary categories of package validation 
testing: Integrity, or the characteristics preventing the growth of 
microorganisms; Strength, or the strength/force needed to open the 
packaging; and Microbial Barrier, or confirmation that the chosen, porous 
materials provide an adequate microbial barrier. There are multiple tests used
to evaluate a pass or fail for the packaging. 

At any changes made to existing products require revalidation and additional 
testing. These changes could be major, such as the intended use or an all-new 
design; they could also be internal directive shifts, like environmental 
sustainability initiatives. In fact, even a slight change in raw materials for 
previously-validated packaging materials could result in further revalidation for
years. 

Misconception #3: Packaging can happen after design and development
When design of packaging for medical devices is left to final hour, often to save 
time and money can increase the risk of noncompliance. Instead, during this 
process different sterile barrier systems can be evaluated and manufacturing 
methods evaluated to best meet needs and characteristics of a particular
device.

For long-lasting success, manufacturers need to thoroughly define the 
requirements of the unique device’s packaging system much earlier in the 
product development process. Prequalification will only save money, time, and
labor in a variety of ways.

Medical device packaging may be last thing on an engineer’s mind, but 
thinking ahead will only help in a device’s progress as it moves downstream.

https://www.greenlight.guru/blog/medical-device-packaging-misconceptions
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Medical Device Packaging 

With the growth of the Medical Device Industry, the need for 
Sterilizable  Packaging , Barrier Packaging, and other packaging 
requirements for medical devices is increasing. The performance 
and regulatory requirements makes it essential for medical device 
manufacturers, packaging converters and material suppliers to be
aware of important packaging issues involving both design and manufacture.

Medical Device Packaging Failures have been the most important issue. It has a 
major contribution towards sterility of the product and is considered to be the major
source for Sterility recalls.

Packaging Material Suppliers, Converters, Medical Device Manufacturers, 
Service Providers including Sterility and Quality Assurance Experts as well as 
Medical Packaging and Testing Equipment Manufacturers need to work 
closely to prevent “gross” packaging failures and to meet global regulatory
requirements.

Over the last few years , Medical Device Packaging has become more interactive
and will continue to be more communicative in the time to come.

This issue focuses on various critical aspects related to Medical Packaging .

The lead article by Dr R Rangaprasad, Business Head, Packaging 360, highlights 
key considerations starting from Design to testing processes including 
required quality and regulatory standards. As has been rightly emphasised by Dr 
Rangaprasad , “Medical device packaging doesn’t just need to arrive at the hospital, 
clinic, or end customer free from holes, tears or missing seals; it must also withstand 
the passage of time in storage, where it must be able to remain for years without the
drug or device having their composition altered”.

Another very important article on “Vendor Evaluation by Medical Device 
Manufacturers”, Mr Sanjay Shah, CEO, Unikal Consultants has explained the 
essential aspects of vendor evaluation process as per ISO 13485 requirements. As 
also rightly mentioned by Mr Sanjay Shah, Packaging needs are outlined and
clearly defined and described in the Indian context in the Medical Device Rules.

It is estimated that more than one million tons of clean, non-infectious healthcare 
plastic waste is generated in healthcare facilities each year according to “The 
Healthcare Plastics Recycling Council (HPRC). One area where there is an 
opportunity to reduce waste through increased innovation and process and material
optimisation is in healthcare packaging.

This issue also highlights some of the misconceptions about Medical Device
Packaging.

Biomaterial Basics : Introducing Biocompatibility and Bio stability

A detailed technical article by the company, “Lubrizol” defines biocompatibility and 
bio stability for medical polymers and explains “why both matter to patient health and 
comfort and provides examples of how performance properties of commonly used 
polymers determine what devices in which they may be successfully be used”.

In our regular column on “Global Markets”, Mr Amit Shah explains how various
global regulatory authorities are classifying Medical Devices in their countries.

This issue covers our regular columns including Regulatory, Industry & Industry
Association News, Global Trends, Events and more……
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Why Medical Device Packaging Fail ?
Medical device packaging plays vital role in safety and quality of 
Medical Devices. The products have to remain sterile throughout
storage, handling and 
transportation.

Companies that package and ship 
medical devices are responsible 
for the health and safety of
patients.

Following are some of the common 
mistakes which result in the
failure of Medical Devices >

1. Losing sterile integrity

Most common defect in medical 
packaging , can happen from 
fractured thermoforms along with 
pinholes, slits, cuts, and tears
in pouch packages, defects come 
from .caused by dropping.

2. Cutting too many corners

Many people in medical device manufacturing unaware of the 
need to test their packaging as per regulatory requirements, 
Don’t validate properly, they unknowingly risk letting suspect
devices reach patients.

3. Not prequalifying package and product for compatibility

A common mistake ,  skips the preliminary evaluation, increasing 
overall validation costs because some part of the package fails.
That means retests.

4. Ignoring the worst-case scenario

Need to decide the most common shipping configuration before
validating the package.

Before working on a validation, write a protocol. It provides a 
blueprint for how testing will be done, including its purpose, 
scope, responsibilities, parameters, production equipment and 
settings, and acceptance test criteria. Validation qualifies the 
materials and processes that make the complete package. If one 
process is not right, the entire system breaks down and the
manufacturer risks harm to patients.

5. Having the wrong sample size

Most common mistake is choosing a sample size that is too small 
and that renders results with no statistical significance. 
Determining the right sample size for testing can be challenging. 
Many factors play a role in determining sample size including 
what type of test it is (e.g. quantitative/variables or 
qualitative/attributes); what is the sample population; how many 
samples are available for testing; what are the economics; and
what are the risk factors (e.g. confidence intervals).   

6. Using the wrong package type/material

Using the wrong package type or material for the product is a 
package-product compatibility issue, which could have been 
avoided if pre-qualification of the packaging had been done at an
early stage. 

7. Squeezing oversized pouches into cartons

Pinhole defects in pouches can be reduced by inserting the 
pouch into a carton without folding, wrinkling or creasing the
ends. 

8. Not recognizing Tyvek® separation as a false-positive

One phenomenon that was discovered some years ago, but only 
really came to light when medical device packages began to be 
integrity tested routinely using bubble and dye-leak methods, 

was ‘sheet separation’ of the porous web of Tyvek®. In integrity 
tests, this ‘sheet separation’ appears as false-positive when the

material is bent, folded, or 
wrinkled. 

9. Performing accelerated aging
at high test temperature

In ill-conceived attempts to reduce 
c o s t s  a n d  t i m e ,  s o m e 
m a n u f a c t u r e r s  d e c i d e  t o 
accelerate the shel f  l i fe  or 
exp i ra t i on  da te  s tud ies  t o 
unrealistic and indefensible limits, 
usua l ly  by  ra is ing  the tes t 
temperature to a level that causes 
packages to melt down, warp, or 
change in other uncharacteristic 
b e h a v i o r s .  I n  a d d i t i o n , 
temperatures over 65°C are 
inde fens ib le  based  on  the 
rationale typically used to justify 

accelerated aging protocols.Temperature selection for the 
accelerated aging study should avoid unrealistic failure 
conditions, such as deformation due to melting. This advice is 
sometimes ignored in the haste to bring products to market faster.

(Source : https://www.ddltesting.com/blog/common-medical-
device-packaging-mistakes/) 



TESTING & VALIDATION 
OF MEDICAL DEVICE 
PACKAGING

Dr. R. Rangaprasad
Business Head
Packaging360

Definition of a Medical Device 
The Global Harmonization Task Force (GHTF) proposed the
following harmonized definition of a medical device:

Any instrument, apparatus, implement, machine, appliance, 
implant in vitro reagent or calibrator, software, material, or other
similar or related article.

Intended by the manufacturer to be used, alone or in
combination, for human beings for one or more of the specific 
purpose(s) of:

• Diagnosis, prevention, monitoring, treatment, or alleviation of
 disease.
• Diagnosis, monitoring, treatment, alleviation of, or
 compensation for an injury.
• Investigation, replacement, modification, or support of the
 anatomy or of a physiological process.
• Supporting or sustaining life.
• Control of contraception.
• Disinfection of medical devices.
• Providing information for medical or diagnostic purposes by
 means of in vitro examination of specimens derived from the
 human body, and

b. Which does not achieve its primary intended action in or on the 
human body by pharmacological, immunological, or metabolic 
means, but which may be assisted in its intended function by
such means.

By definition, devices are involved in many different aspects of 
healthcare. As such, devices, their manufacturing processes, and 
the packaging that contains and protects them are extremely 
disparate. Complicated capital equipment, such as MRI tunnels 
and X-ray machines, are medical devices, but so are simple, 
commodity-like items such as tongue depressors and syringes. 
Some are meant for mass markets; others are niche items. Some 
are packaged individually; others are packaged in boxes of 100 s 
or 1000 s. Some are reprocessed, others are disposable, and 
some are used for a lifetime. Risks associated with device misuse 
a n d  f a i l u r e s  a r e  e q u a l l y  v a r i e d ,  r a n g i n g  f r o m
inconvenience to patient death.

Classification of Medical Devices
The great variation present in the medical device industry means
that devices can be classified in a number of ways.

Devices can be categorized by:
• The risk associated with improper use or a failure (generally
 high, moderate, and low).
• Conditions of processing (reusable, disposable, capital
 equipment, etc.).
• Conditions of the therapy (invasive, noninvasive).
• Conditions of shipping and handling (capital equipment,
 commodity surgical, etc.).

Because the goal of these therapies is to maximize efficacy and 
protect patient safety, the most common way to classify devices is
based on risk.

Key Considerations for The Development of 
Medical Device Packaging
In addition to the normal functions of a packaging system, the
following requirements are unique to Medical Devices.

Sterile Barrier System
The vital importance of maintenance of the sterile barrier system 
(SBS) is a distinctive characteristic of medical device packaging. 
Medical device packaging for disposables must not only maintain 
the SBS but, in many cases, also facilitate the sterilization of the 
device within. Such protective characteristics can be achieved 
through the package shape, particularly in thermoformed parts, in 
order to avoid product shifting or to keep kit components 
separated or nested. For sealed packages, seal integrity is an 
important characteristic in product protection. Seals must be free 
of channels and must withstand the rigors of sterilization and
transit.

Utility
Utility is related to the ease of use of the system. For many 
medical devices, quick and easy opening and removal of 
contents are crucial. While this consideration is also important for 
devices with relatively low risk, such as an adhesive bandage, it is 

Cover Story

In packaging medical products that impact lives and health, the costs of poor-quality control 
can be enormous. In today’s fastmoving global markets, the stakes are higher than ever. As 
competition and time pressures have grown, the industry and its regulator shave come to 
recognize that traditional testing method can be slow and potentially risky. Package integrity 
testing has been acknowledged to be an important tool for ensuring the safety of package 
systems and the products they protect. 
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extremely critical for sterile medical devices that are used in
surgical arenas where the packaging must allow the device to be 
removed without contamination. This particular need has led to 
the development of special materials and sealants that, when 
used in combination, can provide package strengths that are 
adequate to endure the severity of processing and, at the same 
time, can be manually opened without imposing excessive stress
on product or user.

Communication
As with consumer goods packaging, secondary and primary 
medical device packages are a means to convey information 
through graphics, materials, and shape. Packaging 
communication operates at different levels, depending on the
type of medical device.
For over-the-counter (OTC) medical devices, such as condoms, 
glucose meters, adhesive bandages, thermometers, and so on, 
the communication role involves motivating a purchase, as well 
communicating important information for the safe and effective 
use of the medical device. Information may include directions, 
warnings, product benefits, brand differentiation, and so on. A 
very important aspect of package communication is product 
identification. This is especially true for devices that go into 
institutional settings, such as hospitals, where personnel may 
have to identify the correct device for a patient when seconds
count.

Key Package Design Considerations 
During the early design stages, it is critical to define the following
parameters:
• Critical product characteristics.
• Type(s) of protection required (physical, ultraviolet light, O2,
 water vapor transmission, etc.).
• Type of sterilization process.
• Where and how the product is going to be dispensed (OTC,
 surgery, etc.).

Medical device packaging requirements
Complying with packaging requirements is the responsibility of 
the medical device manufacturer. This is the only way to 
guarantee that the products will be protected during 
transportation, and that they comply with health and safety
regulations. 

Pharmaceutical and medical products have certain special 
characteristics (such as their limited shelf life). For this reason, 
their requirements for transportation and commercialization must
be aligned with them. 

The protocols aimed at guaranteeing their safety focus on factors 
such as the seal integrity, materials or how the package reacts to
the passage of time. 
At a government level, the most important regulations are those 
of the Food & Drug Administration (FDA) in the United States, and
the Medical Devices Directive in the European Union. 

Medical device packaging doesn’t just need to arrive at the 
hospital, clinic, or end customer free from holes, tears or missing 
seals; it must also withstand the passage of time in storage, 
where it must be able to remain for years without the drug or
device having their composition altered. 

Some of the medical device packaging protocols include:
• ISO 11607 Packaging for terminally sterilized medical devices.
• ISO TS 16775, “Packaging for Terminally Sterilized Medical
 Devices - Guidance on the Application of ISO 11607-1 and ISO
 11607-2.”
• EN 868 Packaging materials and systems for medical devices
 to be sterilized, General requirements and test methods.
• ASTM D1585 Guide for Integrity Testing of Porous Medical
 Packages.

• ASTM F2097 Standard Guide for Design and Evaluation of
 Primary Flexible Packaging for Medical Products.
• ASTM F3475-11 Standard Guide for Biocompatibility
 Evaluation of Medical Device Packaging Materials.
• BS EN ISO 15378:2017 Primary packaging materials for
 medicinal products. Particular requirements for the application
 of ISO 9001:2015, with reference to good manufacturing
 practice (GMP).
• ISTA 3 packaging and transport standards are now official
 standards to be used for FDA approval on medical devices for
 the US market.
• ISO 11137, which measures Gamma and E-beam sterilization.

Before performing any of these tests, one must ensure that the 
package is sterile, so that protocols are performed on a product 
that is exactly in the same condition as that of the product to be
commercialized. 

Notable changes to ISO medical packaging 
standards 
Updates to ISO 11607 and ISO TS 16775, standards covering 
packaging for terminally sterilized medical devices, may help 
manufacturers comply with EU Medical Device Regulation set to
go into effect next year.

With an application date of May 2020, the new EU Medical 
Device Regulation (MDR) is fast coming —a daunting prospect 
for medical device manufacturers. But updates (one published 
and one still undergoing revisions) to two standards covering 
packaging for terminally sterilized medical devices could help 
prepare the industry for compliance with the new European rules.

Revisions to ISO 11607-1/2 and ISO TS 16775 were written to 
harmonize with the General Safety and Performance
Requirements (GSPR) contained in the EU MDR.

A provision in ISO 11607-1:2019, “Packaging for Terminally 
Sterilized Medical Devices — Part 1: Requirements for Materials, 
Sterile Barrier Systems, and Packaging Systems,” directs 
packagers to complete a documented usability evaluation for 
aseptic presentation in either a real or simulated-use 
environment. That requirement is in line with the EU MDR 
directive that medical device manufacturers find ways to improve 
usability in case of unfavorable post-market surveillance
feedback from end users. 

Other notable changes in ISO 11607-1/2:2019 “Sterilization of
Health Care Products—Packaging,” include the following:
• Formal inclusion of risk management.
• A new annex on ways to differentiate a sterile barrier system
 from protective packaging.
•  A new section on visual inspection.
•  A section on design changes and validation.
•  A revised section on process validation that includes the new
 concept of a process specification.
•  A new annex on environmental aspects according to ISO and
 CEN guidance.

The EN ISO versions have not yet been published, but Wagner 
said the EU committee in charge of EN ISO 11607 was set to 
meet with a consultant last month to work on harmonization with
the EU MDR.

Also still under revision is ISO TS 16775, “Packaging for 
Terminally Sterilized Medical Devices - Guidance on the 
Application of ISO 11607-1 and ISO 11607-2.” A new effort is 
seeking to develop a symbol to enable users of sterile packaging 
to distinguish a sterile barrier system from a protective layer and 
help packagers comply with the EU MDR Annex I Section 23.3,
which requires indication of a sterile barrier.

Testing Processes for Medical Packaging 

Cover Story
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Design
Protocol ISO 11607 outlines the key aspects of pharma and
medical device package testing. 

On one hand, it describes the key aspects of testing medical 
device packaging, including the classification of the material, 
testing the sealing process and the integrity of the seals of the 
entire package. On the other, it includes the physical tests to be 
performed, which include burst, deformation, strain to failure,
detachment and leak testing.

Finally, transport simulations are also required, so as to test the 
package’s resistance and ability to protect the goods from the
hazards of the distribution cycle. 

In summary, transport testing involves three types of tests: 
1. ISTA 1 Series. Integrity performance tests without simulation
 to test the resistance and strength of the product-packaging
 combination. 
2. ISTA 2 and 3 Series, as well as ASTM D 4169. These involve
 general simulation performance tests via simulation designed
 to mimic the conditions that may be experienced during the
 shipping process. 

 These include: 
 • Environmental conditions.
 • Random vibration through the use of vibration equipment. 
 • Drop Tests from different heights.
3.  A third type of personalized test, depending on the
 characteristics of the product itself and the real distribution
 cycle to be endured by the product.  In this case, it is common
 to use recording devices such as a Data Recorder, which
 provide real information regarding transportation conditions. 

 In addition to the tests mentioned above, other types of

 simulations can be performed, including: 
 • Compression tests using simulation equipment to measure
  the resistance of a package to compression forces. 
 • Rotational impact and drop tests in simulation systems to
   measure the protective capabilities of the package in a
  laboratory setting. 

All of the aforementioned requirements must be taken into 
account when deciding on the medical packaging design. These 
processes are aimed at detecting potential risks linked to the 
distribution cycle with the purpose of redesigning or optimizing 
the package. This leads to a higher safety for the goods and a 
reduction in costs associated with damages during
transportation. 
For a more comprehensive review of the description of the 
various test protocols & relevant standards, please refer to the
paper given in reference 4.

In packaging medical products that impact lives and health, the 
costs of poor-quality control can be enormous. In today’s 
fastmoving global markets, the stakes are higher than ever. As 
competition and time pressures have grown, the industry and its 
regulator shave come to recognize that traditional testing method 
can be slow and potentially risky. Package integrity testing has 
been acknowledged to be an important tool for ensuring the
safety of package systems and the products they protect. 

References:
1. The Wiley Encyclopedia of Packaging
2. www.safeloadtesting.com 
3. www.packagingdigest.com 
4. Packaging Testing for Medical Devices: Medical Plastics Data 
 Service : March-April 2017 Pages28-29
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PACKAGING MATERIAL 
VENDOR EVALUATION FOR 
MEDICAL DEVICE 
MANUFACTURERS

This article covers basics of packaging material regulatory 
requirements for medical device packaging and how to
evaluate the vendor. 

Technical information for specifications is based on the EN 
ISO standards and FDA guidelines. The requirements for 
Indian Medical Device regulations are based mostly on EU
guidelines.

In preparing the article, author has referred to various standard 
requirements, vendor evaluation based on ISO 13485 and online 
search. I have interpreted some of the requirements based on my 
years of experience as regulatory consultant for medical device
manufacturing facilities.

In present scenario, definition of medical device and regulatory 
requirements are well understood across the board. The same is 
not repeated here. Need for extensive medical device regulations 
world over and specifically for India is well justified, my views on
the same, some other time.

Packaging needs are outlined and clearly defined in the Indian 
context and are described in MDR. Even then, need for vendor 
(packaging manufacturer & distributor) evaluation and basic 
need to comply to ISO 13485 requirements and compliance are
not understood, even not found necessary. Why so?

The answer lies in the fact that packaging was not considered 
very critical. Even sterile barrier packaging was thought of as 
manufacturer assured. Now requirements for ISO 11607-1 & 2
have been applicable for packaging material.

ISO 11607 are primary standards, which medical device 
packaging should meet, viz. it should be made of known and 
traceable materials; non-toxic, non-leaching and odorless. Free 
of holes, cracks, tears, creases, and localized thinning. 
The standard outlines basic requirements for sterilized medical 
device packaging. Specifically, the standard identifies two parts: 

• The sterile barrier system (SBS), which protects and
 “minimizes the risk of ingress of microorganisms and allows
 aseptic presentation of the sterile contents at the point of use”

• Protective packaging, an additional layer which protects the
 sterile barrier system.

Together, these elements form the packaging system, and 
maintaining its integrity is paramount to safety. However, one 
study found that 10% of all medical device recalls were caused by 
packaging failures, with 31% of those occurring due to a hole in
the packaging system. 

Needs for packaging requirements are part of design 

development [ISO 13485’s clauses 7.3.3 a, b and usability file], 
but it was not taken seriously, to say the list. If you asked people 
what comes to mind when you say designing a medical device, 
you’re likely going to have responses related to design controls or 
the device itself. What one is not likely to hear is packaging or
labelling. Device manufacturers will need to consider the design 
and functionality of the device: the specific nature of the medical
device. Some specific areas to address are:

• What are the intended sterilization methods?
• What is its intended use? • Where will it be used?
• Who are the end-users? • How will it be transported?
• How will it be stored and for how long? 
• What is the device expiration date? 

In that scenario, to understand need for primary & secondary & 
outer packaging (box & carton & shipping), was not even thought 
necessary. Evaluation process was, we will go for trial & error 
method. If box breaks, user will complain, and we will at the most 
replace the box, then we will re-design the packaging. Thought of
validation was difficult to come in the mind. 

What is the Impact of packaging to the device? It protects, 
preserves and act as barrier if device is sterilized or to be used 
after sterilization. Risk benefit analysis of the packaging should
be always a part of the CER.

Concept of damage, improper labeling, or partial damage to the 
information available was not thought very critically. “Refer 
clause 7.5.11 and specifically clause a) designing and
constructing suitable packaging and shipping containers”

What does ISO 13485 (now accepted world over as a gold
standard) say? It is very clearly defined as referred above.

Still, it seems that one of the last things on one’s mind, when 
designing a medical device is how one is going to package it. 
More often than not, it’s because people underestimate what it 
takes to design and test the packaging. Thus packaging design 
process is all too often given little attention in the overall product 
development process. But with so much riding on the packaging 
process & designing decisions at hand, manufacturers cannot
risk letting packaging become some sort of afterthought.

Manufacturer needs to work in tandem with the packaging 
manufacturer during development Medical device packaging
since it is not that one-size-fits-all.

Especially, if one is looking at a sterile medical device, packaging 
requirements need to be well understood by the packing 
manufacturer (vendor), as medical device manufacturer rarely
manufactures packaging material and final package. 
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When the design of packaging for medical devices is left to the 
final hour, shortcuts often utilized to save time and money can 
increase the risk of noncompliance. Instead, during this process 
different sterile barrier systems can be evaluated and 
manufacturing methods evaluated to best meet the needs and
characteristics of a particular device. Every medical device is an 
unique product, both in terms of design and indications for use. 

If that wasn’t enough, it’s also important to note that any changes 
made to existing products require revalidation and additional 
testing. These changes could be major, such as the intended use 
or an all-new design; they could also be internal directive shifts, 
like environmental sustainability initiatives. Thus, even a slight 
change in raw materials for previously-validated packaging
materials could result in further revalidation for years. 

For any shot at long-lasting success, manufacturers need to 
thoroughly define the requirements of the unique device’s 
packaging system much earlier in the product development 
process. For good cause, too, as prequalification of these kinds 
of discussions around packaging validation will only save money,
time, and labor in a variety of ways, such as:

• Early detection of design or manufacturing problems
• Gives ample time for revisions
• Identifies possible packaging test failures 
• Prevents slowdowns in product release
• Improves overall quality and patient safety 

These requirements are based on various requirements of

1. ISO 13485   2. MDR of EU   3. C-GMP   4. FDA
5. MDR India

Looking at the above we can understand the necessity of vendor, 
qualification, evaluation and regular planned audit is a necessity. 

The packaging manufacturer approved as a vendor by the device 
manufacturer, like component suppliers; should be chosen with
the same sense of careful considerations. 

Earlier it was thought that at least ISO 9001 documentation 
system and certification was necessary, but as the regulations 
updated themselves and experience was gained, ISO 13485
compliance is the need of the day.

During audit of the packaging material vendor, following critical
points should always be emphasized by the audit team. 

A detailed check list will always be supportive, and records of the
documents and personnel audit is mandatory.

Based on the packaging needs and the specifications of the 
medical device manufacturer, documentation, batch records, 
environment in which packaging material is manufactured as well 
as design specifications of the materials used should be verified.
Any changes to the specifications should be looked in to.

Any design change should be pre-approved by the buyer (device
manufacturer).

Apart from the above, during vendor audits, routine calibration of 
instruments, product process validation and design change
should be verified. A detailed supplier – vendor contract / 
agreement is a requirement.

Going through guidelines above, importance of packaging 
material supplier will be well understood. Their importance in the 
medical device manufacturer should not be undermined and, to 
reiterate, regular evaluation and audit of the vendor should be
carried out. 

Success of the device and their safety aspect depends on
packaging as well.

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. Dinesh Shah (Manager)
(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
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Medical Device Packaging 

There is an estimated one million tons of clean, non-
infectious healthcare plastic generated in 
healthcare facilities each year, accordingly to The 
Healthcare Plastics Recycling Council (HPRC). 
Finding a way to minimise the waste stream that 
ends up in landfills -- and the resulting impact it can 
have on the environment -- is challenging but 
important. One area where there is an opportunity to 
reduce waste through increased design innovation 
and process and material optimisation is in
healthcare packaging.

Working with healthcare-focused packaging 
designers and engineers provides medical device 
companies with the ability to proactively innovate 
products even at the earliest stages of development. 
As a result, OEMs can have more efficient and 
environmentally responsible device packaging that 
reduces material waste during development and 
production; lowers packaging ownership costs; 
provides for optimum volume and efficient logistics 
in the supply chain; and allows for products that can 
be used and recycled more effectively in hospital
environments.

https://www.med-technews.com/medtech-
insights/going-green-the-latest-sustainability-

trends-in-medical-pack/ (22 February 2019)

Usability is no longer limited strictly to user experience.

The U.S. Environmental Protection Agency (EPA) is expected to 
issue a final federal rule this year limiting EO emissions from 
commercial medtech sterilization plants. Considered a 
carcinogen, EO has been used for decades to clean medical 
equipment—from plastic tubing and surgical instruments to 
hospital gowns and artificial joints. Industry experts estimate the 
chemical is used to sterilize roughly half of all medical 
equipment, as it can efficiently kill germs without harming
materials. 

Usability has come more to the forefront due to EU MDR 
changes, signifying the importance of packaging for successful 
patient outcomes. Usability often connotates user experience, 
but it is definitely not limited to only user experience. For the 
requirement in ISO 11607-1:2019, it is much more expansive. 
For instance, being able to demonstrate that a package has a 
clearly identifiable opening mechanism, is important. Another 
example is the requirement of being able to aseptically present 
the device once the package is opened—surely, how the user 
experiences this happening is one thing, but their ability to 
actually execute aseptic presentation may be something
different altogether. 

Sustainability—this can take on several meanings. On one 
hand, it means designing a packaging product that reduces or 
eliminates the risk of failure of medical devices at the point of 
use, which can have high penalties for high-risk procedures. 
Hence, packaging that can maintain a sterile barrier from 
manufacturing, transportation all the way through to point of use 
can significantly impact sustainability by reducing wastage. On 
the other hand, sustainability means ensuring the waste is 
utilized towards creating circularity in the system, reducing 
environmental footprint. A vast majority of non-hazardous 
plastic healthcare packaging waste currently ends up in 
municipal solid waste, because of the complexity in composition 
which makes recycling challenging and it’s important for the
entire value chain to come together to address this issue. 

https://www.odtmag.com/contents/view_online-
exclusives/2021-04-07/usability-sustainability-becoming-

more-relevant-in-medtech-packaging/ (04.07.21)

Covert markings for medical packaging enable vital 
benefits from factory floor through end-of-life 
recycling including consumer engagement,
sustainability, and traceability.

Tomas Filler, senior manager, R&D at Digimarc,
explains how the tech works.

“The TEQ Code is based on Digimarc Watermark 
technology, which has been used in the print 

Going Green: The latest sustainability 
trends in medical packaging

Usability, Sustainability Becoming More 
Relevant in Medtech Packaging

Thermoform Packaging Powered by 
Digital Watermarks

environment for more than 20 years. The Digimarc Watermark is a slight texture that can be printed, engraved into a mold, or 
made directly onto the plastic that carries digital identifiers, such as the UPC-A code, or Digimarc ID. Digital watermarks are 
designed to be imperceptible for regular consumers or can be built-in existing textures used in customer artwork today. 
Machines equipped with camera and processing algorithms such as phones, barcode scanners, or other machine-vision 
cameras can then detect the presence of such watermark and connect the physical object with its digital twin in Digimarc
Product Cloud.”

Meanwhile, TEQ found a technique that worked — laser engraving of the thermoform mold.

Options for customers start at the very beginning and extend to the type of plastic chosen for the thermoform. TEQ’s product 
portfolio numbers more than 25 different materials including polypropylene and polyethylene as well as the latest
biodegradable and recycled plastics.

However, most medical product customers choose PETG, McDonald says.
Finally, at the thermoform’s end-of-life, a Holy Grail 2.0 watermark could enable the integration into automated sortation and 
recycling of the packaging for either standard mechanical recycling or an advanced recycling method such as
depolymerization.

https://www.packagingdigest.com/medical-packaging/thermoform-packaging-powered-digital-watermarks (Aug 01, 2022)
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How Do Recycled Materials Fit with 
Healthcare Packaging?

Quick hits: 
• The EU packaging and packaging waste directive
 (PPWD) allows regulators to make implementing
 decisions
• Rules that will apply to other types of packaging
 won’t  necessari ly apply to medical  and
 pharmaceutical packaging.
• Medical packages can become a good source for
 recycled material due to the high-quality polymers
 they are comprised of.
• Advanced recycling and internal pre-consumer
 recycling each have roles to supply in healthcare
 sustainability.

https://www.healthcarepackaging.com/TakeFive/vi
deo/21964895/life-science-packaging-not-ready-

for-recycled-content-yet (Dec 24, 2021)
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Biomaterial Basics: An Introduction to 
Biocompatibility and Biostability

Choosing the right polymers for 
your medical device is a complex 
process, including testing, quality 
control and compliance decisions. 
During material selection, one of 
the more common considerations 
original equipment manufacturers 
(OEMs) will encounter is the 
performance of the polymer in a 
biological environment. When 
s e l e c t i n g  a  m a t e r i a l ,  t w o 
properties of a polymer that are 
sometimes misunderstood but 
critical to the performance of the 
device are biocompatibility and
biostability. 

T h i s  o v e r v i e w  d e f i n e s 
biocompatibility and biostability, 
explains why they both matter to 
patient health and comfort, and 
prov ides  examples  o f  how 
per fo rmance  p roper t i es  o f 
c o m m o n l y  u s e d  p o l y m e r s 
determine what devices in which 
they may successfully be used.

BIOCOMPATIBILITY AND 
BIOSTABILITY AT ITS 
SURFACE 
In simple terms, biocompatibility is 
the effect of a material on its host, 
while biostability is the effect of the 
hos t  on  the  ma te r i a l .  The 
biocompatibility and biostability 
performance of a material should be considered within the 
context of the biological environment and intended exposure time 
for the device. A device with a material that does not have the 
appropriate biocompatibility profile could elicit an unwanted host 
response, e.g., blood clotting, while insufficient biostability could 
result in premature degradation or loss of key properties that 
could result in failure of the device. It’s important for an OEM to 
have a trusted partner that can provide guidance on material 
selection considering the specific biocompatibility and biostability 
requirements of the finished device. This guidance helps them 
develop medical devices that not only mitigate the risks of 
adverse reactions, but also reduce hospital associated 
infections, shorten patient recovery times, and improve the 
patient’s overall experience with the device. Beyond 
commercially available materials, an innovative partner will also 
consider development of materials that have enhanced 
biocompatibility and biostability that will allow the development of
more effective medical devices.

Formulation of materials to address the biological considerations 
of innovative medical devices while enhancing physical and other 
performance characteristics requires a versatile chemistry. 
Thermoplastic polyurethanes (TPU) can be tailored by modifying 
their chemical building blocks to achieve application specific 
biostability without sacrificing other critical material properties. In 

a d d i t i o n ,  b e c a u s e  T P U 
performance is modulated by 
modifying the type and ratios of its 
chemical components, rather 
than by adding plasticizers, TPUs 
t e n d  t o  e x h i b i t  i n h e r e n t 
b i o c o m p a t i b i l i t y
in several applications.

BIOSTABILITY – “The ability of 
a material to maintain its key 
performance characteristics 
throughout the lifetime of the
medical device in which it is 
used”.

BIOCOMPATIBILITY- “ The 
ability of a material to interact 
with a host without generating 
a  r e s p o n s e  t h a t  w o u l d 
n e g a t i v e l y  i m p a c t  i t s
performance”.

THE FUTURE OF 
BIOCOMPATIBILITY AND 
BIOSTABILITY – 
While no synthetic polymer can be 
c o n s i d e r e d  c o m p l e t e l y 
biocompatible or biostable for all 
medical device applications, 
L u b r i z o l  i s  c o m m i t t e d  t o 
continuing to innovate to enhance 
these properties in TPUs. We are 
invested in developing materials 
to broaden the design space to 
enable the creation of the next
generation of medical devices.

With regards to specific biostability considerations, the following 
general guidance can be helpful for selecting a sub-set of 
polyurethanes that may be suitable for an application. However, 
the ultimate selection of a material depends on application-
s p e c i f i c  p e r f o r m a n c e  c r i t e r i a  t h a t  s h o u l d  b e
confirmed by the medical device designer’s own testing:

■ Consider polycarbonate-based polyurethanes for: 
■ Superior resistance to hydrolysis and oxidative pressure 
 of long-term blood contact applications, especially where
 softness and flexibility are required. 
■ Consider polyether-based polyurethanes for: 
■ Excellent hydrolysis resistance at low pH, such as in long-term
 gastric contact. 
■ Good oxidative resistance at higher durometer (Shore 55D and
 harder) in long term blood contacting applications. 

The biocompatibility and biostability properties of TPUs make 
them an excellent candidate for a wide variety of medical device
applications, including: 

■ Short- and long-term infusion catheters 
■ Interventional catheters 
■ Structural heart applications 
■ Pacing and neuromodulation applications
■ Dental and orthodontic devices

(Courtesy :                                       )
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Lubrizol’s wide selection of TPU materials offers solutions for all 
these options. To see a full list of Lubrizol’s medical device
polymer, visit https://www.lubrizol.com/Health/Medical. You will 
also find our latest webinar on Materials for Implantable Devices 
Decoding Thermoplastic Polyurethanes under the webinars
section on our Medical Device website.  

PARTNERS FOR BETTER POLYMER PERFORMANCE 
Lubrizol is committed to developing materials for the medical 
device industry that provide exceptional performance in 
appl icat ions requir ing special  considerat ion around 
biocompatibility and biostability. For more information contact
Rajnish.Singh@Lubrizol.com 
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Preparing For Global Markets : 
Classification of your device - 
The starting point 
Understanding and classifying your device correctly is the first
step for going ahead for overseas registration, as you know. 

In this article, we will see how various Regulatory Authorities are 
classifying Medical Devices in their countries. Countries selected 
are mentioned in alphabetical order. Based on this information, 
we are sure you would be clear about where your devices fall. The 
next steps will go according to this classification though there are 
some common steps also, going across classes of devices. 
There are some fine differences in the classes in countries 
though they look almost similar, and sometimes, one can argue 
out his case with the authorities if there is sufficient ground to 
discuss and prove. In most of the cases, the descriptions are 
straightforward, however, and do not generate any disputes. 

Algeria 
Algeria is the largest country in African subcontinent (and the next
is Congo). Public health in Algeria is free of cost to the citizens. 

DPM (Direction de la Pharmacy et du Medicament) which is 
covered under the Ministry of Health and Population (MOHP) is
responsible for Medical Devices registration. 

Classification Of Medical Device in Algeria
Class I: Low Risk (Example: Simple Surgical Instruments)
Class IIa: Moderate-Risk (Example: Catheters, Infusion Pumps, 
Powered Wheelchairs)
Class IIb: Moderate-To High-Risk (Example: Dialyzers,
Orthopaedic Implants)
Class III: High-Risk (Example: Coronary Stents)

Australia 
TGA, The Therapeutic Goods Administration is the regulatory 
authority here. TGA covers the mainland of the Australian 
continent, the island of Tasmania and many smaller islands. 

Classification Of Medical Device in Australia is also based on the
risk to patients or to public health.
Class A: Low Risk
Class B: Low Moderate-Risk
Class C: Moderate-High Risk
Class D: High-Risk 

Brazil
As the readers know, Brazil is the largest in Latin America, and 
represents almost 50% of South American subcontinent. Also, 
Brazil is the largest medical devices market in south America. 
ANVISA (Agência Nacional de Vigilância Sanitária) regulates 
registration of medical devices in Brazil. The systems of ANVISA 
are highly complex, one must note, though ANVISA is stating that 
theu=y are working on simplification. ANVISA is controlled by the 
Ministry of Health through a complex system. Often, Brazil is 
seen to follow European style and regulations rather than
American norms. 

Classification of devices in ANVISA is –
Class I: Low Risk (Non-invasive Medical Devices)

Class II: Medium Risk (Invasive Medical Devices)
Class III: High Risk (Active Medical Devices)
Class IV: Very high risk (Special Rules)

Ireland
Growth of medical devices in Ireland is somewhat low. HPRA 
(Health Products Regulatory Authority) is the regulatory authority
in Ireland. 

Classification Of Medical Device in Ireland:
Class I: Low Risk
Class IIa: Medium Risk
Class IIb: Higher Risk
Class III: Highest Risk

South Africa
In South Africa, SAHPRA, South Africa health products 
Regulatory Authority is the agency responsible for Medical 
Devices registration. Class A devices, below, are exempted from 
the licensing requirements though it will be better to have their
registration done. 

Classification Of Medical Device in South Africa:
Class A: Low Risk
Class B: Low Moderate-Risk
Class C: High Moderate-Risk
Class D: High Risk

Thailand 
Medical Device Control Division (MDCD) falling under their Food
and Drug Administration is looking after Medical Devices
registration. 

Classification Of Medical Device in Thailand
Class I: Low Risk
Class II: Medium Risk
Class III: High Risk (like Syringes, Contact Lens, Surgical
Gloves, IVDs)

Please see that gloves are considered high risk. This is an
example where country-wise definitions of classes differ. 

Our readers are encouraged to compare these classes with the 
Indian classification of Class A (Low Risk), Class B (Moderate-
Risk), Class C (Moderate-To High-Risk) and Class D: High-Risk. 

Once the category / class of the product under review is clear, the
next steps become easier. 
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Global Trends

Drug-Coated Balloons Are Emerging As the Alternative to Metal Stents
One of the standard treatments for opening blocked arteries is to 
insert an expandable metal tube (stent) covered with drugs via a 
catheter. Today about 95% of angioplasty procedures use a 
metal stent to enlarge a blocked artery permanently. The stent 
remains in the body permanently. In smaller arteries there is a risk 
that tissue will grow inside the stent 
and narrow it, causing the artery to 
become blocked a second time (in-
stent restenosis), or that a blood clot 
will develop on the stent (stent 
thrombosis)
and cause a heart attack or stroke.

But what if the patient is young, has 
m u l t i p l e  b l o c k s ,  a n d  h a s
conditions that may not give good
results in such procedures?

Prof Antonio Colombo, director of 
Cardiac Cath Lab and Interventional 
Cardiology Unit at EMO Centro Cuore 
Columbus, Milan in Italy, on Friday said 
that special drug-coated balloons are emerging as the alternative 
to stents in several cases. Prof Colombo, who is considered an 
international pioneer in several cardiac procedures, was in the 
city to conduct a workshop for interventional cardiologists.

“I had started stenting extensively several decades ago, and thus 
people are surprised when I say that balloons can replace it. But I 
am not against stenting – it’s essential in several cases, but 
where there are multiple blocks or where a long stent is required, 
balloons can be a good alternative,” said Prof Colombo. 
“Compared to about 20% patients internationally who have 
existing co-morbidities like diabetes, India has number hovering 
around 35%. The age of cardiac patients is also getting younger 
and re-procedure may be required. In such scenario, it could be a
good option.”

A removable balloon is as good as a permanent stent implant for 
opening small blocked arteries, according to late breaking results 
from the BASKET-SMALL 2 trial presented in a Hot Line Session 
today at ESC Congress 20181 and simultaneously published in
The Lancet².

Principal investigator Professor Raban Jeger, of the University 
Hospital Basel, Switzerland, said: “The results of this trial move 
us a step closer towards treating small blocked arteries without 
having to insert a permanent implant.”

Balloons covered with drugs, also inserted using a catheter, are 

approved in Europe to reopen stented arteries that have become 
blocked a second time. The balloon is removed after the
procedure.

“The potential benefits of a stent-free option to treat small blocked 
arteries are numerous,” said Professor 
Jeger. “With no permanent implant left 
after the procedure, the problem of 
tissue growth and clot formation within 
the stent is eliminated. In addition, 
there may be no need for prolonged 
treatment with anticlotting medicines, 
which has been controversial since it
increases the risk of bleeding.”

He concluded: “Drug coated balloon 
angioplasty has the possibility to 
become the standard treatment for 
small blocked arteries. We wil l 
continue to monitor patients in the trial 
for a further two years for major 
adverse card iac  events ,  s tent 

thrombosis, and bleeding.”

Dr Sameer Dani, director and chief interventional 
cardiologist at Apollo CVHF Heart Institute, said that India 
along with several other countries is running a trial with 
Made-in-India drug-coated balloons. “In this procedure, 
instead of releasing the stent at a specific spot, the drug is 
released through the mechanism which expands the 
arteries. It reduces the side-effects of stent. In context of our 
practice, about 20-25% procedures can be carried out with
balloons,” he said.

Experts said that it’s still not covered in several insurance 
schemes, and is about 20-30% costlier than a traditional stenting 
procedure. “But in the longer run, it may emerge as an important 
tool in hands of cardiologists. The effects of the procedure may 
start showing results in 2-3 years, which may also work as
deterrent for some,” said Prof Colombo.

References : 
1. https://www.escardio.org/The-ESC/Press-Office/Press
 -releases/Removable-balloon-is-as-good-as-permanent
 -stent-implant-for-opening-small-blocked-arteries
 Aug. 28, 2018

2. https://timesofindia.indiatimes.com/city/ahmedabad/balloons
 -can-be-alternative-to-stents/articleshow/93532835.cms
 Aug. 13, 2022.

Advance Prefill Able Plastic Syringe Technology:  BD To 
Partner Mitsubishi Chemical Partner For Innovation.

The companies will seek to expand applications for Oxycapt-
branded plastic syringes for novel pharmaceutical compounds.

Global medical technology company BD (Becton, Dickinson, and
Co.) and Mitsubishi Gas Chemical Co. Inc. (MCG) recently 
signed a letter of intent to discuss a partnership to explore new 
ways to advance prefillable syringe technology for biologic drug 
delivery. Specifically, the agreement states that they will 
investigate further development of Oxycapt, an innovation from 
MGC that integrates what it calls the best of plastic and glass for
plastic syringes.

Together, the companies will look into applying Oxycapt 
technology to the next generation of prefillable syringes for

advanced biologic pharmaceuticals.

BD said in the announcement that it has been working for 
decades to optimize the performance of prefillable syringes, 
which improves the delivery of drugs and vaccines. It is the world 
leader in supplying prefillable syringes to the biopharmaceutical 
industry, with more than 70% of the top 100 biopharmaceutical 
companies reportedly using its devices. BD manufactures both 
glass and plastic syringes to meet the unique needs of drugs.

“The biopharmaceutical industry continues to rely on prefillable 
syringes for the effective, reliable, and consistent administration 
of medications,” said Bruno Baney, Vice President, R&D, BD 
Medical – Pharmaceutical Systems. “As our customers continue 
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to grow their drug pipelines, we are constantly exploring solutions 
to deliver newer compounds in robust, stable, and ready-to-
administer formats. This agreement will further help us do so, as 
MGC’s experience in providing technical innovation in materials 
will serve as a strategic complement to our legacy of supporting
the latest innovations in drug delivery for our customers.”

The Oxycapt multilayer structure is applied on silicon-free plastic 
syringe barrels that provide breakage resistance, an oxygen and 
vapor barrier, low protein adsorption, low extractables, and high
UV barrier and pH stability, said MGC.

“Since launching Oxycapt, more and more pharmaceutical 
companies have been interested in applying it to their biologics or 
regenerative medicines such as gene/cell therapies,” said Ko 
Kedo, an executive officer of MGC’s R&D division. “As we have 
looked for a strategic partner to enhance presence of Oxycapt in 
the pharmaceutical industry, the partnership with BD will be an 
ideal solution for MGC. We believe this agreement will make it 
possible for customers to choose the best syringes for their
drugs.”

Some pharmaceutical compounds based on mRNA, viral vector, 
or innovative antibody technologies may face challenges related 
to stability or integration with glass-based prefillable syringes, 
said BD. Through this partnership, BD and MGC will explore
practical solutions for delivering newer biologic compounds.

Both companies noted that they share a commitment to
advancing sustainability and reducing their carbon footprints.

(Ref : https://www.plasticstoday.com/medical/bd-mitsubishi-
chemical-partner-advance-prefillable-syringe-technology, 

Jun 13, 2022)

JIMIT MEDICO
SURGICALS PVT. LTD.
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Centre Set To Send Medical Device Policy for Final Nod
All stakeholder consultations have been completed and the 
government think tank NITI Aayog has asked the department to 
prepare a mechanism to attract venture capital funding and drive 
local production of medical devices.

• The aim is to make medical devices one of the champion
 sectors and boost India’s 10-12% share of the global medical
 devices industry.

The Department of Pharmaceuticals will shortly circulate a draft 
note of the proposed new Medical Device Policy 2022 for cabinet 
approval that will seek to turn India into a global manufacturing
hub for medical devices.

All stakeholder consultations have been completed and the 
government think tank NITI Aayog has asked the department to 
prepare a mechanism to attract venture capital funding and drive
local production of medical devices.

The aim is to make medical devices one of the champion sectors 
and boost India’s 10-12% share of the global medical devices
industry.

The draft note envisages that by 2047, India will be among the top 
five global manufacturing hubs in terms of value and technology 
for medical devices, and it will emerge as a champion in critical 
components, cancer diagnostics, medical imaging and ultrasonic 
scans among others. India now ranks among the world’s top 20 
global medical devices market, and is the 4th largest medical
devices market in Asia after Japan, China, and South Korea.

“We have received remarks from all the stakeholders and 
departments. They have accepted and supported the policy also. 
So, we have got a very good response from all the people," said 
an official aware of the matter requesting anonymity. “In fact, NITI 
Aayog has told the Department of Pharmaceuticals to raise the 
capacity of domestic manufacturing by exploring venture capital

and private equity," the official said.

Experts said the pandemic and ensuing lockdowns brought the 
government's focus on medical devices when international 
supply chains were disrupted, which in turn prompted the 
Atmanirbhar Bharat initiative or domestic production of medical
devices.

“We are delighted that the union government has finally come out 
with a Medical Devices Policy. This was long awaited. Now over 
20 ministries and government department can work in a 
coordinated manner to address the ever-rising graph of imports 
which went up by a steep 41% to ₹63,000 crore last year (approx 
$8.5 billion) leading to over 80% import dependence. India needs 
a predictable policy and regulatory ecosystem to consider 
manufacturing in India. There are now exciting Make In India 
possibilities for and we invite MNC and other mid-sized specialist 
manufacturers to put up green field manufacturing plants in India 
as 100% FDI or Joint Ventures or as technical collaborations," 
said Dr Rajiv Nath, Forum Coordinator, Association of Indian
Medical Device Industry (AiMeD).

"As far as data is concerned, till now 80%of medical devices are 
imported in India. The production of medical devices is restricted 
in some areas and we need to expand it. So, this can happen 
when there is a tech transfer happening in the medical device 
sector. A long-term policy can actually help to enhance 
production and India has a potential to be a hub for exports in 
medical devices," said Jatin Mahajan, managing director, J Mitra 
& Co. Pvt Ltd which deals in manufacturing of in-vitro diagnostics 
and secretary of Association of Diagnostic Manufacturers of
India.

https://www.livemint.com/news/india/centre-set-to-send-
medical-device-policy-for-final-nod-11660322824138.html

Govt reconstitutes National Medical Devices Promotion Council
The Council will brief the issues deliberated in its meetings with 
the minster for chemicals and fertilisers on a regular basis to take
further guidance.

The Department of Pharmaceuticals (DoP) has reconstituted the 
National Medical Devices Promotion Council (NMDPC), with the
Secretary of the Department as the head of the Council.

The reconstitution comes after the Department for Promotion of 
Industry & Internal Trade (DPIIT) under the Ministry of Commerce 
and Industry, which was heading the Council from its inception,
decided to hand over the onus.

An office memorandum issued by the DoP said that since the 
DoP has the mandate for the promotion of the medical devices 
industry and has created dedicated institutional mechanisms 
such as a standing forum of medical device associations, the 
DPIIT has communicated its concurrence through an office 
memorandum dated June 16, 2022, to reconstitute the NMDPC 
under the chairpersonship of the Secretary, DoP, with appropriate
representation from DPIIT.

Members

Accordingly, the Council has been reconstituted with the
following members:

• Secretary of DoP as the chairperson,

• Chairman of the National Pharmaceutical Pricing Authority
 (NPPA),
• Joint secretary of DoP (in charge of NIPER division) and
 Advisor for Health, NITI Aayog, as the ex-officio members.

Another eight ex-officio members would be one 
representative each, not below the rank of joint secretary or
equivalent, from the Department:

• Health and Family Welfare,
• Department of Health Research,
• Department of Commerce,
• DPIIT,
• Drug Controller General (India) (DCGI),
• Secretary Indian Pharmacopoeia Commission,
• Executive Director of Engineering Export Promotion Council of
 India (EEPC),
• Kalam Institute of Health Technology, Andhra Pradesh.

The representatives from:

• Medical devices industry associations
• Association of Indian Medical Device Industry (AiMeD),
• Association of Diagnostics Manufacturers of India (ADMI),
• Medical Technology Association of India (MTAI),
• Medical Devices wings of Federation of Indian Chambers of
 Commerce and Industry (FICCI),
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• Confederation of Indian Industry (CII),
• Advanced Medical Technology Association (AdvaMed) etc.,

The Joint Secretary, DoP, who is in charge of the medical 
devices division, will be the convener of the council. Others
are:

• The joint secretary or equivalent from the following
 departments:
• Ministry of Environment, Forest and Climate change,
• Department for BioTechnology,
• Ministry of Electronics and Information Technology,
• Ministry of Micro, Small and Medium Enterprises,
• Animal husbandary and dairying,
• Consumer Affairs,
• Telecommunications revenue, etc.

Representatives from:

• Atomic Energy Regulatory Board (AERB) Bureau of Indian
 Standard,
• CEOs of the National Accreditation Board for Testing and
 Calibration Laboratories (NABL),
• National Accreditation Board for Certification Bodies (NABCB),

Government E Marketplace (GeM), Quality Control India, and 
Technical experts in the field of medical devices are co-opted as
and when required to deliberate on specific issues.

Further, the additional chief secretary or principal secretary of the 
industry department of the four states, which are Uttar Pradesh, 
Madhya Pradesh, Himachal Pradesh, and Tamil Nadu, where the 
government is supporting the creation of common infrastructure 
facilities under the scheme for the promotion of medical devices 
parks, will be invited to the meeting of NMDPC as may be
needed, to bring the relevant issues for deliberations.

The setting up of the Council was first announced by the then 
Union Minister of Commerce and Industry, Suresh Prabhu, on 
December 14, 2018, and the DPIIT later issued an order on
March 3, 2020, establishing the Council.

According to the initial decision, the council was headed by the 
Secretary of DPIIT, along with members from the concerned 

departments of the Government of India and also representatives 
from the healthcare and medical devices industry and quality
control institutions.

The Council will try to meet once in three months and have not 
less than three meetings in a year. Besides, it may convene as
and when a substantial issue is to be discussed.

The Council will brief the issues deliberated in its meetings 
with the minister for chemicals and fertilizers on a regular
basis to take further guidance.

• To act as a facilitating and development body for the Indian
 medical technology industry,
• To achieve the objectives envisaged under the proposed
 National Medical Devices Policy, 2022, towards the goal of
 attaining Universal Health Coverage.

The other objectives include:

• To build synergies in the efforts of various departments in view
 of the diversity and multi-disciplinary nature of the sector to
 harness the potential of the Indian MedTech sector;
• To hold seminars, workshops, and related networking activities
 to garner the views of the industry;
• To further strengthen the institutional mechanisms established
 by the Department such as Standing Forum of Medical Device
 Association and Regulatory Roundtable meetings to deliberate
 on the issues put forth by the industry for resolution;
• To support dissemination and documentation of international
 norms and standards for medical devices by capturing the best
 practices in the global market and facilitate domestic
 manufacturers to rise to international level of regulatory
 and on-regulatory needs of the industry.

It will also deliberate on various issues related to public 
procurement of medical devices under the Public Procurement 
Order (Make in India) Policy of DPIIT with the goal to encourage 
investment and domestic manufacturing in all categories of
medical devices.

https://thehealthmaster.com/2022/08/11/govt-reconstitutes-
national-medical-devices-promotion-council/ 

AiMeD Writes To PM For Separate Medical Devices Dept
Urges name change from Department of Pharmaceuticals (DoP) to Department of Pharmaceuticals & Medical Devices

The Association of Indian Medical Device Industry (AiMeD) on 
behalf of the Indian Medical Device Industry has written to 
Prime Minister (PM) Narendra Modi requesting a Department 
of Medical Devices and a Ministry of Life Sciences / Healthcare 
Products. 

Image Credit: Shutterstock

Highlighting the urgent need for a separate department for 
medical devices, the letter from AiMeD requested the PM to 
change the name of the Department of Pharmaceuticals (DoP) to 
Department of Pharmaceuticals & Medical Devices or to have a 
separate Department of Medical Devices so that, the 
manufacturers will be assured that the government is taking this 
sector seriously as medical devices are not pharmaceuticals, 
though both may be medical products. The current name reflects 
the focus on the mature sector of pharmaceuticals and the 
ignored 80 per cent import-dependent sector of medical devices. 

The current team needs to be supported with the required 
expertise by at least four persons i.e. one each from a 
background in Medical, BioMedical Engineering, Product 
Development & Marketing with experience from DST / DBT / 
BIRAC / DHR / MOH&FW / BCIL / NHSRC / EEPC / IBEF may be
considered, said the letter. 

The remodelled department will facilitate the creation and 
development of clusters for medical devices, creation of 
laboratories and service centres under PPP & Skill Development 
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of Personnel in the field of manufacturing, sales, service and
regulations.

The letter suggested that the department could be placed in the 
Ministry of Health as its extension with a Ministry of Health Care

Products or Ministry of Life Sciences.

https://www.biospectrumindia.com/news/22/21764/aimed-
writes-to-pm-for-separate-medical-devices-dept.html

CDCO Releases Draft Guidance Documents On IVD 
Medical Devices To Help Transition To License Regime

As part of its efforts to bring all the medical devices under the 
licensing regime by next year, the Central Drugs Standard 
Control Organisation (CDSCO) has released draft guidance 
documents on stability studies, post-market surveillance, 
performance evaluation and external evaluation of In Vitro
Diagnostics Medical Devices (IVDMD) in the country.

The IVD Division of CDSCO, releasing the document on July 7, 
called for suggestions from interested persons on the proposed
guidance in writing within a period of 30 days.

The guidance document for stability studies is for manufacturers 
in preparation of a pre market review document for Class C and 
Class D IVDMD import or manufacturing license applications, 
intended to aid manufacturers in the preparation of scientific 
information to be provided in support of claimed shelf life, in use 
stability and shipping studies for Class C and D IVDMD 
applications and post approval change application filed in
pursuant to the Medical Devices Rules (MDR), 2017.

The draft guidance document integrates global regulatory 
practices within the MDR, 2017 licensing requirements and 
CDSCO is looking to adopt the use of this guidance for pre market 
license applications and post approval change applications. 
Once implemented, all pre market in vitro diagnostic device 
license applications are expected to be prepared as specified in
the guidance.

The guidance document on post-market surveillance of IVDMD, 
has been prepared to facilitated and strengthen the reporting of 
Adverse Events attributable to IVDMD in India and to facilitate 
access to safe, appropriate and affordable in vitro diagnostics of
good quality in an equitable manner, said the regulator.

The document provides guidance on the requirements of 
reporting adverse events for IVDs falling under Class C and D 
such as those for detection of HIV, hepatitis, syphilis, malaria, 
dengue, cancer markers, cardiac markers etc., Point of Care Test 
(POCTs) or Home-use IVD medical devices such as glucometer 
and strips among others. The guidance details the method of 
identifying complaints, reporting verif ied complaints, 
responsibilities of manufacturers and importers, corrective and 
preventive actions, types of product recall and recall strategy, 
with formats of recall notice, IVD complaint reporting form, and 
Field Safety Corrective Action Notification, among others
prescribed.

Under the MDR, 2017, for grant of license to manufacture or 
import Class B, C, or D IVDs, the applicant is required to submit 
copy of performance evaluation reporting along with application, 
and the CDSCO has now released the draft guidance for an 
overview on performance evaluation and external evaluation of 
IVDMD. In an earlier guidance document issued on August, 
2018, with the list of laboratories for such tests to be conducted 
and later issued updated lists in August 2019, February, 2020 and
May, 2022.

The licensing authorities may require the performance evaluation 
report for almost 19 In Vitro Diagnostics including HIV, HBV, HCV, 
blood grouping reagent, cancer, tuberculosis, malaria, dengue, 
chikungunia, syphilis, typhoid, influenza, ToRCH (Toxoplasma 
Gondi, Rubella virus, Cytomegalovirus, Herpes simplex virus), 
chlamydia, pneumonia, methicillin-resistant staphylococcus 
aureus, entero virus, sexually transmitted agents and marker for
congenital disorders.

IVDs differ from other medical devices as they perform their 
function outside of the body on specimens taken from the human 
body, and this must be taken into consideration to understand the 
performance evaluation at independent or external laboratories. 
The risks and benefits these devices pose are related to impact 
on patient management, rather than direct contact between the
device and the patient.

“A significant percentage of all healthcare decisions rely on 
information provided by clinical laboratory tests and these 
decisions can profoundly influence diagnosis and management 
of the patient and will be influenced by the risk to the patient of an 
incorrect result from the IVDs,” said the CDSCO in the guidance
document.

The guidance for performance evaluation defines various terms 
and elaborates on the testing facilities, responsibility of testing 
laboratory, safety measures, procedure for dispatch of sample to 
testing laboratory, procedure to be adopted by testing laboratory 
on receipt of sample, storage standards of products, laboratory 
testing, recording test results and interpretation of test results, 
acceptance criteria and standards, cost effectiveness, training 
and supervision, turnaround time for testing, retention of samples 
and report, administrative review, disposal of samples and
retention of reports, among others.

http://www.pharmabiz.com/NewsDetails.aspx?aid=151970&sid=1 

To Regulate Medical Devices In India, Govt To Create 
219 Jobs For Senior Officials, Drug Inspectors

The finance ministry has approved the creation of posts. Industry 
experts, however, have raised concerns that the government 
should appoint technically competent auditors as medical 
devices regulatory officers instead of hiring assistant drug
inspectors

With the new drugs and medical devices bill recognising medical 
devices as the separate domain, the government has decided to 
create 219 jobs for senior officials and inspectors to regulate the
sector, News18 has learnt.

Until now, regulations for medical devices and drugs were kept 
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under one umbrella — the Drugs & Cosmetics Act, 1940. But, the 
new upcoming Drugs, Medical Devices & Cosmetics Bill, 2022, 
which replaces the previous act, recognises medical devices as a
separate entity.

“The proposal sent by the ministry of health and family welfare for 
the creation of 449 posts on a regular basis for the medical 
devices has been cleared by the ministry of finance. However, the 
ministry has agreed to create 219 posts,” a top official at the
health ministry told News18.

“The medical devices vertical will bring all the central devices 
under regulation from the perspective of quality and patient 
safety which will be handled by the drug and medical devices 
regulator, the Central Drugs Standard Control Organisation
(CDSCO),” the official further said.

WHO WILL COME ON BOARD?

The finance ministry has cleared the creation of 85 posts of 
assistant drug inspector (for medical devices) against 192 
proposed positions whereas 77 jobs have been cleared by drug
inspectors (for medical devices) against 192 proposed posts.
Nearly 43 posts will be created for the assistant drugs controller 

against the proposed 48 positions whereas 13 jobs will be 
created for the deputy drugs controller (9), joint drugs controller 
(4) and additional drugs controller (1) against the requested 17
posts.

NO POSTS FOR TECHNICALLY COMPETENT OFFICERS:
INDUSTRY

While the medical device manufacturers “welcome” 
government’s move to recognise the industry, it noted that the 
appointment of “drug inspectors” instead of experienced medical
device inspectors will again create confusion.

“While we welcome the move to add 85 personnel to regulate 
medical devices in CDSCO. However, we regret to note that 
instead of appointment of technically competent auditors as 
medical devices regulatory officers, the government proposed to 
appoint assistant drug inspectors,” Rajiv Nath, forum coordinator
at the Association of Indian Medical Device Industry (AIMED).

https://www.news18.com/news/india/to-regulate-medical-
devices-making-in-india-govt-to-create-219-jobs-for-senior-

officials-drug-inspectors-5704465.html
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Import Of Medical Devices Up By 41% In Fy22

India imported medical devices worth Rs 63,200 crore in 
2021-22, up 41 per cent from Rs 44,708 crore in 2020-21, as
per a report by AiMeD.

The Commerce Ministry data analysed by the Association of 
Indian Medical Device Industry (AiMeD) has shown that the 
imports of medical devices are up by record 41 per cent at Rs
63,200 crore in 2021-22 from Rs 44,708 crore in 2020-21.

Speaking on the rise in imports of medical devices, Rajiv Nath, 
forum coordinator, AiMeD, said, “NITI Aayog and the Department 
of Pharmaceuticals recognise that Indian manufacturers have a 
12-15 per cent disability factor in manufacturing medical devices 
in India. We urge the government to neutralise this disability for 
reduction of medical devices imports in India as was in the case of 
consumer electronics, including mobile phones and even in the
toy industry.

At present, the duty on Chinese imports ranges mostly from zero 
to 10 per cent, but the bulk of the items are in the 7.5 per cent
category and one item at 25 per cent.

AiMeD urged the government to expedite steps to end the 80 per 
cent import dependence and an ever-increasing import bill of 
over Rs 63,200 crore, expedite steps for patients’ protection, 
stronger quality and safety regulations, price controls to make 
medical devices and quality treatment accessible and affordable
and ethical indigenous manufacturing viable.

CHINA TOP IMPORT SOURCE FOR INDIA

Despite the government’s efforts to slow imports from China, the 
neighbouring nation remained the top import source for India as 
imports from China grew 48 per cent from Rs 9,112 crore in 2020
-21 to Rs 13,538 crore in 2021-22.

The medical device imports from the USA also increased steeply 
by 48 per cent to Rs 10,245 crore in 2021-22 from Rs 6,919 crore
in 2020-21.

The value of medical devices from China was nearly the same as 
the combined value of imports from Germany, Singapore, and the
Netherlands in 2021-22.

RISING IMPORT AND ITS IMPACT ON DOMESTIC UNITS

AiMeD said India's rising medical devices imports has hurt small
and medium units.

With the government’s push to make India ‘Aatmanirbhar’ in 
medical device manufacturing, during the pandemic, several 
local units making masks, PPE kits, thermometers, and gloves
mushroomed as there was very high demand.

AiMeD said from 1,200 units, the numbers had gone up to 1,800 
during the peak of the Covid-19 pandemic. Slowly, units started to 

shut down as imports from China kept on rising. Now, it is 
estimated that there are around 1,500 such units, and many more
are on the verge of closing down.

For the beleaguered domestic industry, capacity utilisation had 
dropped by the October-December quarter of 2021-22. From the 
peak utilisation levels of 100 per cent, by November 2021, around 
33 per cent, or one-third of India’s medical devices making 
capacity, was estimated to be lying idle. This is even higher 
currently, as per AiMeD, an umbrella organisation of domestic
medical device manufacturers.

AiMeD’s analysis shows India’s top five medical device import 
sources -- China, USA, Germany, Singapore and the 
Netherlands --together account for Rs 37,519 crore, or 68 per
cent, of the total value of imports.

AiMeD pointed out that among the six major categories of 
medical devices like Consumables, Disposables, Electronics 
and Equipments, Implants, IVD Reagent & Surgical Instruments 
that are imported, the growth has been the highest in the
‘electronics and equipment’ category.

India imported Rs 40,649 crore worth of medical devices that 
come under this category in 2021-22 against an import worth Rs 
4,569 crore in 2016-17.

The import of surgical instruments went up to Rs 1,260 crore from 
Rs 243 crore during this period. The other categories of products 
fared like this: IVD reagent (from Rs 361 crore in 2016-17 to Rs 
6,564 crore in 2021-22), consumables (from Rs 5,249 crore in 
2016-17 to Rs 8,488 crore in 2021-22), implants (from Rs 384 
crore to Rs 3,155 crore) and disposables (from Rs 2,061 crore to
Rs 3,084 crore).

AiMeD also analysed the top 50 medical device import items from 
China to identify the areas of greater dependence for India. A bulk 
of the imported medical devices from China (in value terms) fall in 
the ‘other items’ sub-sections under various major categories, it 
finds. AiMeD urged that the government should consider shifting 
from an 8 Digit HS Code to a 10 Digit HS Code as done by USA 
and Europe to give more granular data for enabling better
analysis and policy making.

"The government needs to take policy decisions as done for 
Mobile Phone & Consumer Electronic Industry to give level 
playing field, if not a strategic advantage to domestic 
manufacturers, while safeguarding consumers or India will 
remain 80 per cent import dependent which is a high healthcare
security risk," Rajiv Nath said.

https://www.indiatoday.in/business/story/import-of-medical-
devices-up-by-41-per-cent-2021-2022-1978761-2022-07-22 

CDSCO Issues Alert On Baxter’s Blood Purification Device 
Hemoperfusion Cartridge

The Central Drugs Standard Control Organisation (CDSCO) has 
issued a medical devices alert on Baxter Healthcare’s Absorba 
Hemoperfusion Cartridge 300 C and Absorba 300 C, devices 
used in blood purification, due to presence of particulate matter
within the cartridge.

Baxter has informed the CDSCO that it “is issuing an urgent 
medical device recall for the Adsorba Hemoperfusion Cartridge 
300 C and Adsorba 300 C due to the presence of particulate 
matter within the cartridge”. If the particulate matter is not 
detected before use, the particles may reach the vascular system 
of the patient with potential serious adverse health consequence,
it added.

However, there have been no complaints or patient injury 
associated with this issue, said the company in a regulatory filing. 
The company has also released the batches/lots which were 
affected, with expiration date ranging between February and
October, 2024.

Hemoperfusion is to complement existing blood purification 
technologies, if the patient has taken life threatening amounts of 
adsorbable drugs, or is in a deep coma and symptoms such as 
hypo ventilation, hypotonia, hypothermia, worsening of the 
clinical state despite conservative medical management, among
others.

If the patient has taken drugs of which the amount, composition 
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and kind are unknown and the patient is deeply comatose, 
hemoperfusion can be considered. The Adsorba has been 
proven a high degree of efficacy for the drugs including 
barbi turates, organophosphates, bromo carbamide, 
paracetamol, ethchlorvynol, paraquat, meprobamate, salicylate,
among others.

The use of hemoperfusion as a supplementary treatment does 
not mean that other conventional methods of treatment should be 
omitted. Measures such as gastric lovage, establishment of free 
airway and assisted respiration, controlled electrolyte and water 
balance, and forced dieresis should be administered whenever 
indicated. Furthermore, it might be necessary to monitor carefully 
the blood levels of vital substances or drugs which also could be 
adsorbed during the hemoperfusion treatment. Access to blood 

stream for hemoperfusion treatment can be obtained by normal
hemodialysis methods.

The company said that any person who has used an affected 
Adsorba Hemoperfusion Catrdige 300C and Adsorba 300 C, may 
be affected. CDSCO has said that it has not received any
complaints from the market on this issue.
Baxter has sought the customers to return the product to the 
company directly, if purchased directly from the company, by 
completing the customer reply form and sending it through email 
to Baxter. If it has been purchased form a distributor, the company 
advises the customers to contact the distributor for return and
credit.

http://www.pharmabiz.com/NewsDetails.aspx?aid=152253&si=1

Medical Device Companies Gear Up To Make Kits To Test Monkeypox
Synopsis

The company said its experts have developed "POX-Q 
Multiplexed RT-PCR kit" for the detection of the novel virus along 
with differentiation from varicella zoster virus (chickenpox) in a
single-tube multiplex reaction format.

Gurgaon-based Genes2Me on Tuesday said it has developed a 
test to detect the Monkeypox virus, joining a clutch of companies 
that have developed diagnostic kits to help contain the virus' 
flare-up in regions where it was not found earlier. Genes2Me said 
its real-time PCR-based kit for quick detection of Monkeypox
virus has a turnaround time of less than 50 minutes.

The company said its experts have developed "POX-Q 
Multiplexed RT-PCR kit" for the detection of the novel virus along 
with differentiation from varicella zoster virus (chickenpox) in a 
single-tube multiplex reaction format. Another company, Pune-
based Mylab Discovery Solutions, is also developing a test kit for 
monkeypox. Last month, medical devices company Trivitron 

Healthcare announced that it has developed a real-time PCR-
ased kit for detection of the monkeypox virus.

"India has always been at the forefront of extending help to the 
world, especially during the Covid-19 pandemic, and this time 
also the world needs assistance," Trivitron Healthcare Group 
chief executive officer Chandra Ganjoo said in a statement. The 
company said diagnostic tools are crucial, along with response 
measures to control the spread of the virus and deal with
emerging public health challenges.

"Trivitron's monkeypox real-time PCR kit is a four -colour 
fluorescence-based kit, which can differentiate between 
smallpox and Monkeypox in a one-tube single-reaction format,
with a total turnaround time of one hour," it said.

https://economictimes.indiatimes.com/industry/healthcare/biote
ch/pharmaceuticals/medical-device-companies-gear-up-to-
make-kits-to-test-the-new-threat/articleshow/93146168.cms 

(Jul 27, 2022)

Wipro GE Healthcare, Boston Scientific Join Hands To Provide 
Cardiac Care Solutions In India

Synopsis

The first of its kind collaboration between the two global 
medtech companies in India, will offer advanced medical 
devices and capabilities from Boston Scientific, coupled 
with GE Healthcare’s strong medical imaging systems like 
cardiac catherization lab and related software, support 
diagnostics through treatment and monitoring of the
cardiac patient-care pathway.

Wipro GE Healthcare on Tuesday said it has joined hands with 
medical device maker Boston Scientific, to provide end-to-end
innovative interventional cardiac care solutions in India.

The first of its kind collaboration between the two global medtech 
companies in India, will offer advanced medical devices and 
capabilities from Boston Scientific, coupled with GE Healthcare’s 
strong medical imaging systems like cardiac catherization lab 
and related software, support diagnostics through treatment and
monitoring of the cardiac patient-care pathway.

Wipro GE Healthcare said the collaboration will enable easier 
access to treatment and is intended to improve heart care for 
patients, thereby addressing the disease burden prevailing in the
country.

The companies will also work collectively support the training and 
education of healthcare professionals and raise consumer 
awareness about the impact of vascular imaging advancements 
within cardiac catherization procedures, thus enabling better 
patient outcomes. Earlier this year, GE Healthcare signed a 
similar partnership with Boston Scientific in Southeast Asia which 
also offers combined cardiology solutions to customers including
in training and education.

“End-to-end cardiac care centres, with a focus on best-in-class 
patient outcomes are fundamental in bridging the industry gap 
and managing cardiac burden in India," said Dr. Shravan
Subramanyam, MD, of Wipro GE Healthcare.

"It’s essential to work with clinicians and healthcare providers to 
understand the challenges they face in care delivery, and to 
provide tailored solutions to help them manage those obstacles 
and better serve their patients,” said Manoj Madhavan, MD of
Boston Scientific in India.

“This collaboration is focused on addressing such challenges by 
providing healthcare professionals expanded access to the latest
solutions and technologies to advance patient care.”

https://economictimes.indiatimes.com/industry/healthcare/

Hypak, A New Contender In Flash-Spun Metamaterial Market
(including Medica Device Packaging) 

A Rs 5,000-crore metamaterial market in India, hitherto
dependent on a single supplier, now has an alternative.

Kingwills will supply Hypak in the Indian subcontinent from
August 2022
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Industry News
Flash-spun metamaterial has been used extensively in India, due 
to its physical properties of high strength, water resistance and 
breathability for a plethora of applications. This market has been 
growing in double digits in India, even during pandemic years, but 
has suffered due to supply constraints from the monopoly
supplier.

To fill this supply gap, a brand-new flash-spun metamaterial 
named Hypak has been made available in the Indian market by 
China-based Kingwills New Materials Company. The Hypak 
flash-spun metamaterial is manufactured by Kingwills, which has 
invested into its research and development since 2014. After 
eight years of extensive research, development, testing and
pilots, it has now started scaled production this year.

Kingwills will supply Hypak in the Indian subcontinent from 
August 2022. The company will continue to invest into the 
development of a new type of flash-spun metamaterial in 
alternate chemistry, which will expand the horizon of the new
products and applications.

Kwalicon Fabtech, a young company formed by professionals 
with decades of experience in marketing speciality products, has 
secured an exclusive partnership agreement with Kingwills for
Hypak.

According to Kwalicon, the compact micro pores of Hypak allows 
gaseous particles to pass through, while its unique non-woven 
structure blocks water, dust, solid particles, microbes and 
bacteria from penetrating, thus making Hypak unique. Made from 
virgin polyethylene polymers, it can be 100% recycled to get 
second life products both through chemical and mechanical 

recycling processes, ensuring support to a sustainable and
circular economy.

Commenting on the launch of Hypak in India, Mohnish Grewal, 
director at Kwalicon Fabtech said, “Due to its special 
performance and extremely difficult manufacturing process, 
flash-spun metamaterials have always been the top materials in 
varied applications. We are very excited to partner exclusively for 
the Indian subcontinent with Kingwills New Materials Company
for Hypak.”

“India has huge growth potential in speciality products, where 
Hypak flash-spun metamaterial will provide consistent high-
quality supplies for our customers. We have firm commitments for 
undisturbed and continuous supply and will effectively close the 
huge demand gap that currently exists in this market today
through the nation-wide distribution network,” he concluded.

Application areas of Hypak

Tags and labels, protective and tamper-proof envelopes, 
wrist bands, security/education certificates and documents, 
personal protective equipment (PPE), medical sterile PPE 
kits for surgeries and epidemic protection, industrial 
protective equipment, anti-microbial sterile packaging for 
medical devices, industrial packaging for pharma and non-
pharma desiccant pouches, automotive surface protection 
system, retail car covers, robot covers, protective covers, 
agriculture mulching, building material for humidity control,
and roof covers.

https://www.printweek.in/news/hypak,-a-new-contender-in-
flashspun-metamaterial-market-56472 (06 Aug 2022)
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Product Gallery

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

AseptiQuik STC Series to Its Line of Steam-Thru Connectors

Ronkonkoma, NY, USA, July 26, 
2022—Qosina, a global supplier of 
OEM single-use components to the 
medical  and b iopharmaceut ical 
industries, is pleased to introduce the 
AseptiQuik® STC connectors to its line 
o f  S t e a m - T h r u ®
connectors.  

The AseptiQuik® STC Series integrate the AseptiQuik® sterile 
connector and the Steam-Thru®II Steam-in-Place connector, 
giving manufacturers flexibility between hybrid stainless steel 
and single-use processing equipment. These AseptiQuik® STC 
connectors combine either an AseptiQuik® G, S or C sterile 
connector with a Steam-Thru® II connection that can be mounted 
directly to stainless steel processing equipment via a sanitary
termination. 

AseptiQuik® STC connectors utilizing an AseptiQuik® G or S 
sterile connector offer a genderless design, simplifying system 
integration at the aseptic connector end. Offered in both standard 
and high-temperature versions, these connectors are 
recommended for gamma and autoclave sterilization methods
and are made with polycarbonate and silicone materials.

Explore our full line of Steam-Thru ® connectors at 
www.qosina.com/bioprocess-steam-thru-connectors. 

Qosina is a one-stop source for all your 
bioprocess single-use component 
needs, offering low minimums, a liberal 
sampling policy, downloadable 3D CAD 
models and regulatory documentation. 
Visit us at www.qosina.com/bioprocess
-resource. 

Founded in 1980, Qosina is a leading global supplier of OEM 
single-use components to the medical and pharmaceutical 
industries. Qosina’s philosophy is to address its customers’ need 
to reduce time to market by providing thousands of stock 
components. The company’s vast catalog features more than 
5,000 products shown in full-scale illustrations on a one-
centimeter grid. Qosina offers free samples of most items, low 
minimum order requirements, just-in-time delivery, modification 
of existing molds, and new product design and development. 
Qosina is ISO 13485, ISO 9001, ISO 22301 and ISO 14001 
certified, and operates in a 95,000 square-foot facility with an ISO 
Class 8 Clean Room. To learn about Qosina’s full component 
offer ing, which includes the newest products,  v is i t 
www.qosina.com or call +1 (631) 242-3000. Visit Qosmedix, 
Qosina’s cosmetics division, at www.qosmedix.com. Qosmedix 
is a certified global supplier of beauty tools and accessories to the
cosmetic, skincare, spa and salon industries.
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As per Para 25(3) of DPCO 2013, every retailer, dealer, hospital 
and institution shall display price list and the supplementary price 
list, as furnished by the manufacturer, on a conspicuous part of 
the business premises in a manner so as to be easily accessible 
to any person wishing to consult the same.

Domestic medical device industry has asked the National 
Pharmaceutical Pricing Authority (NPPA) to rationalize trade 
margins from first point of sales (POS) that is when GST is 
charged initially in case of imported medical device industry and 
for indigenous ones based on ex-factory discounted prices.

This representation comes in the wake of NPPA recently capping 
prices of Pulse Oximeter, Blood Pressure Monitoring Machine, 
Nebulizer, Digital Thermometer and Glucometer in wake of 
increase in demand due to pandemic through a Gazette 
Notification dated July 13, 2021.

“On many medical devices the trade margins over import landed 
prices have been found to be 10-20 times higher upon 
investigation. We had been seeking the Maximum Retail Price 
(MRP) to be capped at 2 to 4 times the imported landed price 
which is the first POS and not the price to distributor (PTD) which 
can be the second POS if the government wishes to protect 
consumers while seeking to arrest the increasing import bill 
which crossed Rs 45000 Crore last year,” according to Rajiv 
Nath, Forum Coordinator, Association of Indian Manufacturers of 
Medical Devices (AiMeD).

NPPA has collected data regarding the trade margins for these 
five medical devices from the manufacturers, marketers, 
importers and noted that margins ranging up to 709% from PTD 
to MRP level have been reported.

https://www.financialexpress.com/lifestyle/health/med-tech-
industry-asks-nppa-to-rationalize-trade-margins-for-imported-
medical-devices-and-indigenous-medical-devices/2290984/, 
July 17, 2021
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• 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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