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3rd June 2022	

Dear Member,

APPQM - EXECUTIVE PROGRAM IN PHARMACEUTICAL QUALITY MANAGEMENT

For companies who want to grow their business in Europe & the US.

APPQM+ Series 3 Commences September 2022

Why APPQM in INDIA?

We live in a world of 'Brutal Disruption'. Covid pandemic – what next? Prosperity awaits those who do the 
basics to PhD level.

When launching the first series of the APPQM, we at IDMA along with NSF Health Sciences, UK boldly stated 
that APPQM, the unique, World-Class education program will just do that and Develop Change Agents For Quality 
Excellence.

Well, Series One & Two lived up to the expectations of the industry. Over 40 delegates attended Series One & 
28 delegates attended Series Two.

 Both the series were a resounding success and this is what the delegates thought:

P	 Transformative

P	 World-class

P	 Best business investment we’ve ever made

P	 Worth every penny and more

P	 Has helped transform our quality culture

P	 Educating oneself while Educating others

P	 The course was really pragmatic and foundational in understanding the core Quality Systems framework

‘Work Placement Projects’ have been completed by APPQM delegates. These have generated $ millions in 
savings for their parent companies, improved their operational efficiency (profit), regulatory compliance and reduced 
risk.

APPQM+ Series 3

Based on the success of Series 1 & 2, we are pleased to announce the launch of APPQM+ Series 3 that is expected 
to commence in September 2022 and covers special sessions on Digitization.
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Please refer to the enclosed brochure and the video link for details of the Program covering:

ü	 Challenges Facing the Pharmaceutical Industry

ü	 How APPQM can help

ü	 Benefits of the Program

ü	 Course Format

ü	 Details of Key Topics of the  5 Course Modules and the List of Tutors

Additional Benefits:

This virtual education program offers the following additional benefits.

Ø	 Safety of Individuals during this COVID-19 pandemic.

Ø	 Reduction in Course Fees (from £8000 for Physical Class to £3300 for Virtual Class)

Ø	 Saving of time especially travel time to venue in Bangalore and travel & hotel stay expenses

 Please don’t get left behind and register for the third series of APPQM to have a competitive edge in the global 
market and to be future ready.  

Registration Fee for APPQM+ Series 3

The Registration Fee for APPQM+ Series 3 is Rs.4,00,000/- (Rupees Four Lakh Only) Plus 18% GST Per 
Participant.

You can initially block the seats by paying an advance amount of Rs.1,00,000/- (Rupees One Lakh Only) and 
balance 15 days before commencement of the program.

Registration Procedure :

Please fill the enclosed Registration Form and send it to 

Melvin 
actadm@idmaindia.com  

9821868758

Batul 
technical@idmaindia.com  

9920045226

For further information / queries :  
You may also contact Mr. S. M. Mudda  

@ mudda.someshwar@gmail.com / 9972029070

We sincerely hope that you see the benefit of attending this World-Class, MBA style, education program in order that 
you may reap the same benefits.

Sincerely Yours,

 
 

S M Mudda 
Chairman, Regulatory 

Affairs Committee, IDMA & 
Program Director, APPQM

 
 

Dr. Viranchi Shah 
National President, IDMA

 
 

Mehul Shah 
Hon. General Secretary  

IDMA

 
 

Daara B Patel 
Secretary – General, 

IDMA

https://docs.google.com/document/d/e/2PACX-1vRi9bwjymVybyVICUWQA6TNdztFgJETnuc8AA3cSHdoIDnr3gEQkJDxKNpq3WPVPZGVYYMY-icCFemk/pub
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In collaboration with

INDIAN DRUG 
MANUFACTURERS’ 
ASSOCIATION

ADVANCED 
PROGRAM IN 
PHARMACEUTICAL  
QUALITY MANAGEMENT
ENCOMPASSING ICH, WHO, FDA AND QUALITY 4.0 
REQUIREMENTS AND BEST INDUSTRY PRACTICES – VIRTUAL DELIVERY

UPDATED
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FOR COMPANIES WHO WANT TO GROW THEIR 
BUSINESS IN EUROPE AND THE U.S.
For companies who want to grow their business in Europe and the U.S.

CHALLENGES FACING THE PHARMACEUTICAL INDUSTRY
India is the world’s third largest pharmaceutical generics producer with the highest number of FDA and MHRA 
GMP-approved manufacturing plants outside the U.S. and Europe. The challenge of remaining in GMP compliance 
continues to be the main concern. India has seen a resurgence of breach of data integrity and quality issues. 
Regulatory requirements continue to become more stringent and rigorous.

Technical and QA professionals in India are trained in GMP compliance mainly through experience and need a 
formal education in pharmaceutical quality management of international standards.

 > Sixty-four percent of companies say a shortage of skilled staff is curtailing their growth (Deloitte).

 > ‘There is an urgent need for more effective training, coaching and mentoring to remove fear and 
empower.’ (Dr. Azaj Hussain, former U.S. FDA Deputy Director of the Office of Pharmaceutical Science)

 > We live in a world of ‘brutal disruption’. The pandemic – what next? The regulatory landscape will 
continue to change, and prosperity awaits those who can do the basics to Ph.D. level.

HOW THIS TRAINING CAN HELP
This unique, world-class program will provide the training needed to comply with GMP regulations. Course 
modules are very interactive and led by world-class, international experts. You will learn best-in-class practices 
and apply them in practical problem-solving and real-life case studies. You will learn by doing.

In addition to module-specific content, you will be provided with a deep understanding of simplification, 
risk-based decision making and advanced problem-solving skills. You will receive practical instruction on the 
leadership and communication skills required to add value to your organisation and to successfully interact 
with regulatory agencies in the U.S. and EU and other key stakeholders.

WHY CHOOSE NSF?
NSF’s Advanced Program in Pharmaceutical Quality Management is taught 
by world leaders in PQM. Based in the UK, NSF have a global reputation for 
excellence in PQM. Our course tutors have a minimum of 30 years’ global, hands-
on industry experience. Many are former MHRA inspectors. All have profound 
knowledge of PQM and some have authored ICH and WHO guidance documents.

NSF has trained regulators from eight regulatory agencies including those in the 
EU and USA. Respected by regulatory agency and industry associations, NSF has 
excellent relationships with IDMA, ISPE, PDA organisations and U.S. FDA, WHO 
and EU regulatory authorities.

With offices in Delhi, NSF has an excellent understanding of Indian culture and 
the Indian pharma industry, gained over the last 30 years.
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BENEFITS OF THIS TRAINING
From attending this program, you will gain the skills and knowledge to help your company improve business 
performance and regulatory compliance. Clients who have attended NSF programs have generated $ millions 
in savings. 

For example by:

 > Reducing repeat deviations by 78 percent

 > Reducing ‘human error’ deviations by  
67 percent

 > Achieving 99 percent ‘right first time’ at 
product release

 > Using risk-based decision making to 
simplify processes and systems, and to 
focus resources

 > Achieving zero regulatory observations 
following an audit

Attendees will also:

 > Change how they think. NSF courses are designed 
to change behaviours, not just provide knowledge. 
Participants will be able to transfer the learning 
into their workplace

 > Learn best industry practices in PQM so that their 
companies can compete with the best

 > Gain an in-depth understanding of the critical 
aspects of PQM (see Course Modules)

 > Leave with the knowledge required to help protect 
their company’s legacy, reputation and future

COURSE FORMAT
The program is presented in five modules, each comprising four days, over a 10-month period. Training takes place 
using virtual instructor led training via Zoom. Attendees at the second series which was delivered virtually were 
impressed with how easy it was to interact with other participants and how the course was specifically developed 
with virtual breakout rooms and information using the NSF Learning Management System. You will receive:

 > A minimum of two tutors per module, to ensure a good tutor-to-delegate ratio

 > An intensive, distraction-free and highly interactive learning environment using real-life case studies and 
problem solving exercises

 > A work-based project to complete
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COURSE MODULES
Some of the key topics covered in each module are provided below.

Module One: Pharmaceutical Quality Management Systems – Best Industry Practices 
Tutors: Mr Rob Hughes and Mr S. Mudda

 > How to ensure your PQS is regulatory compliant, 
improves your competitive edge and drives business 
improvements

 > Integration of quality systems across the product 
lifecycle (quality systems approach for cGMP 
implementation, from philosophy to practice)

 > Making use of risk information to drive 
improvements (risk-based decision making)

 > Senior management roles and responsibilities for 
the PQS – who must do what

 > The essentials of data integrity

 > Best practices in designing an electronic PQS

 > Integration of Industry 4.0 into the design of the PQS

 > The art and science of simplification

 > Batch release system: How to achieve 100 
percent ‘right first time’

 > How to become stronger and better 
following complaints and recalls

 > Product quality reviews: How to use data 
and knowledge to drive improvement

 > Management review of quality systems and 
the use of quality metrics (measuring only 
what matters)

 > Continuous quality improvement and the 
cost of poor quality

 > Change control: How to use your system to:

• Stop unnecessary change to ensure resources 
are focused on changes that only add value

• Approve changes in minutes, not hours or days

• Improve successful implementation of  
approved changes

• Make change control fast and efficient

 > CAPA management

 > Investigation and report writing skills

 > Deviation management: How to ensure 
your system:

• Prevents repeat deviation incidents

• Is simple, fast and effective

 > Data Integrity:

• Data Integrity principles and how to 
implement them effectively

• Understanding data lifecycle

Module Two: Managing Change; Change Control and Deviations 
Tutors: Mr Rob Hughes, Mr S. Mudda and Ms R. Carmichael

 > Human error: Causes and prevention

 > Behavioural GMP: How to improve behaviours in 
the workplace

 > How to get the best from your people and keep them

 > Train vs. educate: How to build second-level 
leadership for quality management

 > Making your quality organisation fit for purpose, 
whether centralised, decentralised or site managed

 > How to overcome pitfalls in remediation 
programs and integrate them within  
the PQS

 > Fostering a culture of quality (how to 
identify the relationship between company 
quality performance and prevailing quality 
culture and make quality normal, easy and 
rewarding)

Module Three: Human Factors – Getting People to Follow the Rules 
Tutors: Mr Rob Hughes and Mr S. Mudda
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Module Four:  Data Analysis for Business 
Improvement

Tutors: Dr P. Gough and D. Young

> Summarising and visualising data
(histograms, probability curves and
box plots)

> Confidence in your means and
proportions

> Statistical process control

• Control charts

• Fishbone diagrams and
Pareto charts

• Process capability

• Six Sigma

• Statistical testing

• T-test

• ANOVA

• Outliers

> Regression analysis

> Design of experiments

> Multivariate analysis

NSF INTERNATIONAL
www.nsf.org  |  www.nsf.org/locations

Module Five:  Quality by Design, Process 
Validation and Technology Transfer

Tutors: Mrs Emma Ewins and Mr Richard Kettlewell

> Quality by Design (QbD): ICH Q 8, 9, 10 and 11

> Modern approach to process validation

> Process design

> Application of quality risk management to
process validation

> Tools for process validation implementation

> Equipment and utilities qualification

> Applying statistics for process validation

> Process performance qualification (PPQ)
– How many batches?

> Process validation strategy and planning

> Ongoing/continued process verification

> Packaging validation

> Technology transfer

> Laboratory electronic data management

> Computer systems validation

NEXT STEPS 
YOUR CALL TO ACTION
If you would like more information on this unique 
opportunity, please:

>  View a video of past participants on this
course, click here  

>  Contact IDMA at: actadm@idmaindia.com
or technical@idmaindia.com

>  Contact NSF at: pharmamail@nsf.org

LPH-655-0222

>  S. M. Mudda
Chairman, Regulatory Affairs Committee,
IDMA & Program Director, APPQM

>  Dr Viranchi Shah
National President, IDMA

>  Lynne Byers
Global Managing Director, Pharmaceutical
Consulting, NSF Health Sciences
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CHALENGES - KEY PERSONNEL 

DEVELOPING SECOND- LEVEL LEADERSHIP FOR  PQS 

Future LeadershipCurrent Leadership

• No formal education in best-in-class  Quality 
Management Systems 

• Traditional management approach
• Focus on Training-Not on Education
• Risk- Averse, Compliance-oriented and 

Reactive in Approach

• Possesses Critical Thinking abilities
• The art and science of simplification
• Structured problem solving
• Risk-based decision making
• Empowered Systems Thinker

CHALENGES - REACTIVE PHARMACEUTICAL QUALITY SYSTEM (PQS) 

# Reference: Russel Akoff, a Systems Thinker and Professor Emeritus, Wharton School  

Our Learning

Need for Adoption of Quality Systems 

*Quality System cannot be improved by improving 
individual systems (5 Manufacturing Systems) 
taken separately.

*The essential characteristic of Quality system is 
determined by the interactions of individual 
manufacturing systems and not by actions of 
individual system.  

Our Learning
Good Practices that are not supported by  a 
Philosophy ( Quality System) will not be sustainable 
and scalable.

WHY APPQM ?

By Developing 
CHANGE AGENTS 

for 
QUALITY EXCELLENCE 

For companies who want to 
grow their business in Europe, 

the UK and the US

Less Resources & Time

LEGACY &
REPUTATION
(License to 
operate)

CUSTOMER 
SERVICE 

PROFIT & 
EFFICIENCY                     

(Cost control)

People need to be reminded more than they need to be instructed

CHALENGES - MINDSET

The only Problems that have Simple Solutions are Simple Problems 

Focus on 
PRACTICES  
rather than
QUALITY SYSTEM 
seems to have become 
the Achilles Heel of our 
industry. 

HOW WILL WE DEVELOP CHANGE AGENTS  ?

PHARMACEUTICAL QUALITY SYSTEM (PQS)
=

BUSINESS MANGEMENT SYSTEM        (BMS)

BY EDUCATING THE INDUSTRY FOR ADOPTION OF 
PHARMACEUTICAL QUALITY SYSTEM (PQS) 

FOR A SUSTAINABLE GMP COMPLIANCE 

Presentation

Launch of APPQM Series 3
Mr S M Mudda, Program Director & Chairman Regulatory Affairs Committee, IDMA
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APPQM  IS DESIGNED  FOR INDIAN COMPANIES

• NSF is the global leader in providing ‘Qualified Person’(QP) training across the 
EU.The expert  faculty  include ex-regulators (MHRA) and 

• Seasoned professionals with 35 years plus hands on experience .

APPQM is  adopted from highly successful Quality Management Program of NSF UK.
The contents are selected by experts* keeping in mind challenges faced by  India 
Pharma 

*Mr. Martin Lush
Ex- Global VP, NSF 
International, UK and a 
leading consultant & tutor 

*Dr. Ajaz Hussain 
Ex-Deputy Director US FDA , 
Educationist, Advisor and 

Mentor 

*Mr. S.M.Mudda 
Chairman, Regulatory Affairs, 
IDMA  and a  strong Proponent 
of Quality Systems  

APPQM- Program Modules

Pharmaceutical Quality Management Systems – Best Industry 
Practices (How to ensure your QMS drives business improvements)

Managing Change; Change Control and Deviations  (Advanced 
problem solving, deviation management, report writing and change management)

Human Factors–Getting people to follow the rules (How to improve 
performance, reduce human error, embed a quality mind-set & keep your people)

Transforming Data into Information – the Practical Application of Statistics  to 
Transform your Business  (The practical application of statistics to transform your 
business)

Quality by Design, Process Validation and Technology Transfer (Building a  
foundation for Product Quality and Knowledge Management)

APPQM SERIES 2 VALEDICTORY – APPRECIATION FROM DIGNITARIES 

Dr. Viranchi Shah-
National President -IDMA

Virtual APPQM 
Program will be  a 
boon for saving  
Time, Travel & 
Cost and yet 
deliver the same 
quality education

Dr. B Suresh, Pro-
Chancellor, JSS University

APPQM  will help 
develop future 
quality leaders 

APPQM will help 
build the quality 
culture in Indian 
Pharma Industry

Dr V G Somani, DCGI

Mr S V Veerramani, 
MD, Fourrts India 

Mr Mehul Shah
MD, Encube Ethicals &Hon. 

General Secretary, IDMA 
Dr George Patani
,VP ( Western Region), IDMA 

Inclusion of 
Digitization 
topics  will 
enhance the 
next series of 
APPQM 

IDMA should aim at 
developing 1000 Change  
Agents for quality 
excellence in coming 
years 

APPQM  will help to 
remain competitive 
even while complying 
with the regulations 

Benefits of APPQM -ROI

HOW APPQM IS DIFFERENT FROM OTHER  TRAINING PROGRAMS ? 

APPQM is
Not a  TRAINING PROGRAM 

but  
An EDUCATION PROGRAM in PQS  

Focussed on   21st century  Leadership Development  of 
QA , QC, Manufacturing  and  R&D professionals 

APPQM SERIES 1 & 2 DELEGATES SURVEY FEEDBACK 

Benefits of APPQM –ROI 

BEFORE AFTER

TOTAL SAVING OF Rs. 5 Cr.
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IDMA ACTIVITIES

IPR Policy Vs Regulatory Policy
Dr. Gopakumar G. Nair, Editor, Indian Drugs

Dear Reader,

Let us get ready to face the global healthcare 
challenges with positive attributes and approaches to 
regulatory pathways.

Resisting evergreening and extreme imbalances in 
Intellectual Property and patent practices may be a good 
option to continue from the Uruguay Round, TRIPs and 
the Doha Declaration perspective. However, it is time for 
us to sit up and take note that we have come a long way 
in the pharmaceutical field from the India of the 70s and 
80’s, to now attract global attention as the “Pharmacy of the 
World”. We must now move on to consolidate our position 
and “pride of place” by voluntarily opting for regulatory 
upgradation by increasingly co-operating with CDSCO and 
the leading state FDAs to move up the ladder on global 
quality assurance, offering a global regulatory model and 
not just GMPs but also overall Good Manufacturing and 
Quality Assurance Governance Standards setting an 
example to the world.

In earlier times, finance was a major constraint for 
upgrading the quality standards and maintaining good 
laboratory practices. Today both the Government of India as 
well as private equities are ready and forthcoming to help the 
merit-driven pharma industry for upgradation. Let us move 
forward and consolidate the global leadership. It is there for 
us to take and we must “strike when the iron is hot”.

Indian regulators have chosen to opt for ICH, which 
is a very welcome initiative. Let us hope that we will 
become fully compliant in the near future. In his valedictory 
address at the 60th Annual Celebrations of IDMA on 
15th April 2022, the Honorable Minister for Commerce 
and Industry, Shri Piyush Goyal, appealed to the pharma 
industry and IDMA to go for full PICs membership to claim 
and consolidate Global acceptance and get “Open-door” 
invitations for Indian Pharmaceuticals. Let us shelve our 
inhibitions and reservations and move forward to provide 
the Indian Pharma Industry the welcome it awaits from 
the “rest of the developed countries and the emerging 
countries by being fully equipped not only with the US and 
EU approvals, but also with ICH, PICs and other regulatory 
compliance labels.

While we endeavor to move to our goal of achieving 
higher quality and regulatory standards, we must support 
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IPR POLICY VS REGULATORY POLICY

Dear Reader,

Let us get ready to face the global healthcare challenges with positive 
attributes and approaches to regulatory pathways.

Resisting evergreening and extreme imbalances in Intellectual Property 
and patent practices may be a good option to continue from the Uruguay 
Round, TRIPs and the Doha Declaration perspective. However, it is time for 
us to sit up and take note that we have come a long way in the pharmaceutical 
field from the India of the 70s and 80’s, to now attract global attention as the 
“Pharmacy of the World”. We must now move on to consolidate our position and “pride of place” 
by voluntarily opting for regulatory upgradation by increasingly co-operating with CDSCO and the 
leading state FDAs to move up the ladder on global quality assurance, offering a global regulatory 
model and not just GMPs but also overall Good Manufacturing and Quality Assurance Governance 
Standards setting an example to the world.

In earlier times, finance was a major constraint for upgrading the quality standards and 
maintaining good laboratory practices. Today both the Government of India as well as private 
equities are ready and forthcoming to help the merit-driven pharma industry for upgradation. Let us 
move forward and consolidate the global leadership. It is there for us to take and we must “strike 
when the iron is hot”.

Indian regulators have chosen to opt for ICH, which is a very welcome initiative. Let us hope 
that we will become fully compliant in the near future. In his valedictory address at the 60th Annual 
Celebrations of IDMA on 15th April 2022, the Honorable Minister for Commerce and Industry, Shri 
Piyush Goyal, appealed to the pharma industry and IDMA to go for full PICs membership to claim 
and consolidate Global acceptance and get “Open-door” invitations for Indian Pharmaceuticals. 
Let us shelve our inhibitions and reservations and move forward to provide the Indian Pharma 
Industry the welcome it awaits from the “rest of the developed countries and the emerging countries 
by being fully equipped not only with the US and EU approvals, but also with ICH, PICs and other 
regulatory compliance labels. 

While we endeavor to move to our goal of achieving higher quality and regulatory standards, 
we must support our manufacturing capabilities and new product launches with better research 
methodologies and higher standards of data integrity. Our research organizations must 
play a key role in helping us build robust processes and products which will result in lesser 
regulatory issues in the days ahead.The focus on robust processes and products will further 
ensure that innovation is not stifled due to the more stringent regulatory procedures. Hence 
our R&D teams must essentially also be part of this transformation to improve the regulatory 
standards.

The world is waiting, let us get ready 
“Vasudhaiva Kutumbakam” a reality by getting all the gates (hitherto locked under TBT-
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NEED FOR PARTICIPATION BY RESEARCHERS ON RELATED  
REGULATORY POLICY MAKING AND ADVOCACY

Dear Reader,

Many bills and proposals are being mooted and moved by the present 
Government in response to public representations and also to resolve 
internal constraints and for operational reasons. Regulatory aspects 
are closely linked to research and innovation. However, the Indian 
research community appears either not aware of the need or geared 
up to participate in policy making or amendments to statutes closely 
linked to researchers, even when some of them act as impediments in 
progress of research or act as hurdles in their chosen field of investigative or innovative 
research. Research institutes, public funded laboratories, Universities and even research-
based academic conglomerates need to assign or designate an internal or external person 
or agency to familiarise them, and help generate views, comments and suggestions to 
make the path of Indian research smooth and friendly to creative contributions. We need 
to present or represent our concerns or views when the window is open on policy matters.

Review of Intellectual Property Rights Regime in India was undertaken and a Report 
was submitted by the Parliamentary Standing Committee on Commerce in July, 2021, 
also for deliberations on the National IPR Policy, 2016. This exhaustive Report (153 
pages) is available on https://rajyasabha.nic.in/rsnew/Committee_site/Committee_File/
ReportFile/13/141/161_2021_7_15.pdf. Thereafter, comments were invited by the DIIPT 
(Department of Promotion of Industry and Internal Trade) from IP community and the 
processing of the views and comments are still being done by DIIPT for transmission to 
the Parliament. A detailed compilation of views (261 pages) has been done by Prof. Dr. 
Prabuddha Ganguli for submission to DIIPT on patent related amendments. IDMA had 
actively participated in the post Uruguay Round Dunkel Draft Treaty leading to TRIPs 
and WTO in 1995. IDMA had actively contributed to the three amendments to Patents 
Act, 1970 to make the Indian Patent law provisions a well-balanced one, with rights and 
obligations, taking advantage of the flexibilities available in TRIPs. If IDMA members and 
Indian Research Organizations require amendments in the Patent Act, 1970, or in other 
IP forms and portfolio, this is the right opportunity.

Biodiversity Act, 2002 and Biodiversity Rules, 2004 have been subject of many 
representations and grievances. Another Bill introduced in Lok Sabha and which is 
extremely important for Indian Pharma, Biotechnology and Natural Product Research 
is the Biological Diversity (Amendment) Bill, 2021. The proposed Bill has addressed 
many concerns brought to the attention of the NBA (National Biodiversity Authority) and 
the Government especially in Sections 3, 
community. A full-page advertisement in Economic Times on Biotechnology Policy 2022-
27 announcing new Biotechnology Policy for Gujarat could not have missed out. It is in 
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A CLARION CALL TO ALL INDIANS TO FACILITATE 
INTENSE RESEARCH ON NATURAL PRODUCTS

Dear Reader,

More than 100 years before India was recognised as the “Generic Capital” 
or “Pharmacy of the World, India was acclaimed for the “Materia Medica” and 
the extensive research on natural products by Sir Col. Dr. Ram Nath Chopra, 
the father of Indian Pharmacology. In fact, Dr. M.L. Shroff got inspired from Sir 
R.N. Chopra and started the first Pharmacy course at Banaras Hindu University 
in 1932. Every student (even veterans) of Pharmacy should know that Drugs Act, 
1940 (later renamed as Drugs and Cosmetics Act) as well as formal courses in 
Ayurveda, Siddha and Unani were started under his mentorship. DTAB (Drugs 
Technical Advisory Committee) was set up under his stewardship. The first edition 
of the Indian Pharmacopoeia (evolved from Indian pharmacopoeial list 1946) 1955 was published with 
his contributions. “We are reaping the fruits of the plant grown by their sown seeds. We should make 
the same available to our future generations” said the biographer, Roja Rani. Prof.Harkishan Singh 
in J.Young Pharm, 2009 (Vol.1/No.3) had profiled Dr.R.N. Chopra (which is reproduced herein). Later 
Dr. K.M. Nadkarni came out with “Indian Materia Medica” in two volumes in 1908 with Foreword by 
Dr. R.N. Chopra. These are extremely valuable reference books for further research in Indian Natural 
Products.

There were many more books and publications on Indian Herbal resources and their medicinal 
applications. Among them, the following are of high interest to herbal researchers:

- British Herbal Pharmacopoeia – 1996

- Ayurvedic Pharmacopoeia of India – many volumes 

- Ayurvedic Formulary of India – many volumes

- Indian Herbal Pharmacopoeia Vol. I & II compiled and published by Indian Drug Manufacturers’ 
Association jointly with Regional Research Laboratory, Jammu.

IDMA has been “naturally” active “herbally” in the early days till the nineties. Early interest in the 
Indian pharmaceutical industry as well as IDMA in herbal drugs was high with IDMA members such 
as Zandu, Inga, Charak, Amsar, Cipla and many more. While global giants such as Lever and P&G 
continue to be interested in herbal and natural products, of late both Indian companies such as Himalaya, 
Patanjali, Laila, Dabur and global cosmetic and nutraceutical leaders such as Colgate, Unilever, L’Oreal, 
Herbalife and others continue to develop herbal cosmetics, nutraceuticals and healthcare products. The 
Indian pharma industry’s interest in herbal research was eventually almost laid to rest with the hasty 
and untimely Biodiversity Act, 2002 and the Rules 2004 thereof, with extremely harsh and impractical 
enforcement efforts. The last nail on the coffin of Indian herbal research initiatives was the intrusion 
of National Green Tribunal through the Biodiversity Act to penalise the herbal researchers and users 
in India. The “benefit-sharing” objectives of the Nagoya Protocol and the International “Convention on 
Biodiversity (CBD)” was hijacked by vested NGOs and the protagonists of the distorted and anti-benefit 
generation activists, so much so that the Indian research on Natural resources got discouraged. Efforts 
were made to reduce and soften the impact of the Biodiversity Act by IDMA and other likeminded 
organisations. Consequently, the NBA (National Biodiversity Authority) has repeatedly amended the 
“guidelines” to make the Act and Rules more friendly for the users, researchers and herbal industry. 
However, the blatantly illegal demands from State Biodiversity Boards (SBB) and NGT continues even 
today. It is imperative and extremely necessary for these agencies to seize and desist from further 
damaging the research potential in herbal and natural resources.
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our manufacturing capabilities and new product launches 
with better research methodologies and higher standards 
of data integrity.   Our   research   organizations   must 
play a key role in helping us build robust processes and 
products which will result in lesser regulatory issues in the 
days ahead.The focus on robust processes and products 
will further ensure that innovation is not stifled due to the 
more stringent regulatory procedures. Hence our R&D 
teams must essentially also be part of this transformation 
to improve the regulatory standards.

The world is waiting, let us get ready to remove the 
last of the hurdles and make “Vasudhaiva Kutumbakam” 
a reality by getting all the gates (hitherto locked under 
TBT-Technical Barriers to Trade) opened and make 
global pharma open “flood-gates” for Indian Pharma to 
conquer.

Dr. Gopakumar G. Nair is a 
Ph.D in Organic Chemistry (1966) 
from National Chemical Laboratory, 
Pune (Pune University). He was a 
Post-Doctoral fellow at IIT Bombay, 
Powai (1967) before joining the 
Pharma Industry. He was Director 
of Bombay Drug House P. Ltd., 
later Chairman of BDH Industries 
Ltd. as well as CMD of Bombay Drugs & Pharma Ltd., 
which was merged with Strides Arcolab Ltd. in 2001. Dr. 
Nair served IDMA as office bearer for many years from 
1972 onwards and was Chairman of various Committees 
for nearly 4 decades. He was the President of IDMA in 
1999/2000. Currently, Dr. Nair is the Chairman of the 
IPR Committee in IDMA.

Having moved into the Intellectual Property field, he 
was the Dean of IIPS (Institute of Intellectual Property 
Studies) at Hyderabad in 2001/2002. Later, he set up 
his own boutique IP firm, Gopakumar Nair Associates, 
as well as Gnanlex Hermeneutics Pvt. Ltd., having done 
his L. L. B. from Mumbai University. He is also CEO 
of Patent Gurukul and President of Bharat Education 
Society, Kurla, Mumbai, managing many educational 
institutions in and around Mumbai.

l    l    l

Courtesy: Indian Drugs, Editorial, 59 (04), April 2022
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IDMA Delegation at Korea International Pharmaceutical & 
Bio-Pharma Exhibition held on 14th to 17th June 2022, Korea

Presentation

Indian Pharma Industry's Role during Covid-19  
(Global Perspective) 

Mr. Daara B Patel, Secretary- General, IDMA
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IDMA & IPA Interactive Meeting with Dr Mandeep 
Bhandari, IAS, Jt. Secretary, Ministry of Health, Government 
of India was held on 13th June 2022 at IDMA Office, 
Mumbai.

There were about 22 participants for this meeting.   

The meeting commenced with welcome address 
by Mr. Mahesh Doshi, Past National President IDMA, 
followed by a quick introduction of the members present 
for the meeting. Mr. Mehul Shah, Hon General Secretary, 
IDMA address the gathering and then handed over the 
proceedings to Mr. S M Mudda, Chairman, Regulatory 
Affairs Committee, IDMA. The following points were 
discussed :

1.	 Decriminalisation of the Drugs Act and Rules                                                                                  

2.	 Suggestions in Response to Draft Schedule M. GSR 
999(E) dated 5.10.2018 to substitute existing Schedule 
M of the Drugs and Cosmetics Rules, 1945.                                                           

3.	 API v/s. FP SHELF LIFE                                                                                   

Report on IDMA & IPA Interactive Meeting with  
Dr Mandeep Bhandari, IAS, Jt. Secretary,  
Ministry of Health, Government of India 

4.	 Labelling Requirements                                                                    

5.	 Pathway for handling Kokate Committee approved 
FDCs                                                       

6.	 Marketer Responsibilities                                                                 

7.	 QR Codes for APIs, 300 Finished Product Brands                                                                         

8.	 Standards for Drugs 

With other some points from IPA.  

Mr. Sudarshan Jain, Secretary - General, IPA 
presented IPA’s points as below:

1)	 Regulatory Reforms

2)	 Composition and functioning of Subject Matter 
Expert Committee(SES)

3)	 OTC Policy

4)	 Rare Disease

5)	 Emergency Use Authorisation                                                                                                       

The deliberations were very interactive and the 
response by Dr.Mandeep Bhandari IAS was reassuring.

Mr. Mehul Shah delivered his vote of thanks at the end 
of the meeting. He thanked Dr. Mandeep Bhadari for his 
valuable time and for providing very useful insights with 
regards to the industry concerns. He thanked Dr. Manish 
Singhal, Asst. Drug Controlled (India) and Dr. Chandra, 
Drug Inspector from CDSCO, West Zone, Mumbai for 
their presence and support. He thanked Mr. Sudarshan 
Jain and all at IPA for coming together to address these 
common industry issues.
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An Interactive Meeting was organized with Ms. Heran 
Gerba, Director General (DG), Ethiopia Food and Drug 
Authority (EFDA) on Thursday, 16th June 2022 at 03.00 
p.m. in IDMA J B Mody Conference room, IDMA office, 
Mumbai.

The Meeting was chaired by our National President 
Dr. Viranchi Shah.

30+ members attended the meeting. Dr. Viranchi Shah 
gave the welcome address and welcomed the Ethopian 
FDA delegates.

1.	 Ms. Heran Gerba, Director General of Ethiopian Food 
& Drug Administration 

	 and members of her team 

2.	 Yibeltal Abeje, Medicine & Registration Expert

3.	 Dejene Daba, Registration Expert

4.	 Getu Bogale, EFDA Branch Head

Brief introduction of the Ethopian Members was given 
by Mr. Mukund Mehta, then the proceedings were handed 
over to Mr. Amish Desai Encube ethicals.

Ms. Heran Gerba gave a presentation (as reproduced 
below) and provided the inputs for the meeting with IDMA 
members. 

Report on IDMA Interactive Meeting with Ms. Heran Gerba, 
Director General (DG), Ethiopia Food and Drug Authority 

(EFDA)

The interactive meeting and the deliberations between 
the Ethiopian Food & Drug Administration (EFDA) and 
IDMA Members was excellent and we got to learn 
and understand more about the Ethiopian procedures 
and Regulations with regards to doing business with 
Ethiopia.

Mr. Tushar Korday then gave the Vote of Thanks , he 
then on behalf of our National President, Dr. Viranchi Shah 
and IDMA Members, thanked Ms. Heran Gerba, Director 
General of Ethiopian Food & Drug Administration  and 
members of her team. 

It was indeed an interesting and encouraging meeting 
wherein we were made aware of the latest happenings 
in Ethiopia and many of IDMA issues were clarified and 
the suggestions made by the IDMA members were well 
received. 

Report on IDMA Interactive Meeting with Ms.HeranGerba, Director 
General (DG), Ethiopia Food and Drug Authority (EFDA) 
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Medical Devices Rules, 2017 amended  
(2nd Amendment of 2022)

Whereas a draft of certain rules further to amend the 
Medical Devices Rules, 2017, was published as required 
under sub-section (1) of section 12 and sub-section (1) 
of section 33 of the Drugs and Cosmetics Act, 1940 (23 
of 1940) vide notification of the Government of India in 
the Ministry of Health and Family Welfare (Department 
of Health and Family Welfare) number G.S.R.850(E), 
dated the 10th December, 2021, in the Gazette of India, 
Extraordinary, Part II, section 3, sub-section (i), inviting 
objections and suggestions from persons likely to be 
affected thereby before the expiry of a period of fortyfive 
days from the date on which the copies of the Official 
Gazette containing the said notification were made 
available to the public;

And whereas copies of the said Official Gazette were 
made available to the public on 10th December, 2021;

And whereas objections and suggestions received 
from the public on the said draft rules have been 
considered by the Central Government;

Now, therefore, in exercise of the powers conferred by 
sections 12 and 33 of the Drugs and Cosmetics Act, 1940 

(23 of 1940), the Central Government, after consultation 
with Drugs Technical Advisory Board, hereby makes the 
following rules further to amend the Medical Devices 
Rules, 2017, namely:-

1. (1) These rules may be called the Medical Devices 
(2nd Amendment) Rules, 2022.

 (2) These rules shall come into force on the date of 
their publication in the Official Gazette.

2. In the Medical Devices Rules, 2017, in rule 36, in 
sub-rule (3), for the words “or the United States of 
America” the words “United Kingdom or the United 
States of America” shall be substituted.

F.No.X.11014/7/2021-DR

Dr Mandeep K Bhandari, Joint Secretary, Ministry of Health 
and Family Welfare, Department of Health and Family Welfare, 
New Delhi.

Note : The Medical Devices Rules, 2017 was published in the 
Gazette of India, Extraordinary, Part II, section 3, sub-section(i) 
vide notification number G.S.R.78 (E), dated the 31st January, 
2017 and last amended vide notification number G.S.R.19(E), 
dated the 18th January 2022.

    
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under the ubiquitous influence of the Internet and other 
technologies. Digital natives are already shaping the future 
of working life: as a new generation enters the workforce, 
business processes will continue to modernise in view of 
evolving skill sets.”

VCTs are here to stay

Jose says, “The process, technology and infrastructure 
supporting virtual trials is evolving. Like with most emerging 
industry solutions, we do expect that over a period there 
will be consolidation, standardisation, and greater maturity 
of the ecosystem supporting virtual trials. In the future, we 
believe that this will pave the way for not only for reduced 
R&D costs but also better data quality, access to patients, 
better diversity, improved protocol adherence, reduce study 
dropout, faster patient recruitment and reduced cycle times 
for clinical trials.”

McNamara opines, “Today’s environment has helped 
push the industry from looking at decentralised trials as 
a series of pilots to accelerating adoption because they 
are simply a better way to operate. Organisations have 
adapted to decentralised trials quickly in the face of the 
global pandemic, but the industry needs to embrace this 
change not as situational, but as a permanent evolution. 
With the right processes and technologies in place, the 

shift can be advantageous to patients, sites, and sponsors 
moving forward. Ultimately, decentralised trials will change 
clinical research forever, driving patient centricity, richer 
real-world data, and faster development of life-enhancing 
therapies and treatments.

“Virtual clinical trials enable improving patient-centric 
experience, offers a cost-effective, and easy to manage 
solution. All these indicators provide a compelling insight 
for virtual trials to become the default in the post COVID 
era,” asserts Kaur.

Thus, the outlook for VCTs is very positive given the 
myriad advantages they offer over traditional, site-based 
clinical trials. Therefore, as Kitty Whitney, Director of 
Thematic Analysis at GlobalData highlights, “While 
COVID-19 shone a spotlight on virtual trials, data show 
that the shift towards virtual trials was underway before 
the pandemic. Companies who are not already integrating 
virtual components into trials need to adapt their research 
models to become more patient-centric in order to recruit 
and retain more participants and improve trial efficiencies 
overall.”

(https://www.expresspharma.in/virtual-clinical-trials-a-
renaissance-in-the-making/)

Courtesy: Lakshmipriya Nair, Express Pharma, 03.02.2022

    

INDIAN DRUGS ONLINE
PUBLISHED ON 28th OF EVERY MONTH 

ADVERTISEMENT BANNER RATES FOR INDIAN DRUGS WEBSITE (Rates in Rupees per insertion)

Position Size RATE VALIDITY
Right Side Banner 180 X 150 Pixel 25,000 3 MONTHS
Left Side Banner 180 X 150 Pixel 25,000 3 MONTHS

Terms and Conditions

 All payments by DD in advance only to be made in favour of Indian Drug Manufacturers’ Association, payable at Mumbai

 25% discount applicable only for IDMA members 

  15% discount is applicable on Annual Contract for Non IDMA Members

 Please provide Banner Artwork as per the size for  advertisements before the  deadline

 Advertisement material must reach us 10 days before the date of release
For more details please contact: Publications Department

Indian Drug Manufacturers’ Association 
102-B, Poonam Chambers, Dr A B Road Worli, Mumbai 400 018. Tel: 24944624/24974308 Fax: 24950723  

Email: admin@idmaindia.com/ mail_idma@idmaindia.com /Website: www.idma-assn.org / www.indiandrugsonline.org  Email: admin@idmaindia.com/publications@idmaindia.com, Website: www.idma-assn.org / www.indiandrugsonline.org



IDMA Bulletin LIII (23) 15 to 21 June 2022	 28

l    l    l

IDMA congratulates Mr Pankaj R. Patel, Chairman, Zydus 
Lifesciences on being appointed as a part-time non-official 

Director in the Central Board of RBI
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government notifications

Medical Devices Rules, 2017 amended  
(Fourth Amendment of 2022)

Drugs & Cosmetics Notification G.S.R.450(E), dated 15th June 2022

Whereas a draft of certain rules further to amend the 
Medical Devices Rules, 2017, was published as required 
under sub-section (1) of section 12 and sub-section (1) 
of section 33 of the Drugs and Cosmetics Act, 1940 (23 
of 1940) vide notification of the Government of India in 
the Ministry of Health and Family Welfare (Department 
of Health and Family Welfare) number G.S.R.228(E), 
dated the 29th March, 2022, in the Gazette of India, 
Extraordinary, Part II, section 3, sub-section (i), inviting 
objections and suggestions from persons likely to be 
affected thereby before the expiry of a period of forty-five 
days from the date on which the copies of the Official 
Gazette containing the said notification were made 
available to the public;

And whereas copies of the said Official Gazette were 
made available to the public on 30th March, 2022;

And whereas objections and suggestions received from 
the public on the said draft rules have been considered by 
the Central Government;

Now, therefore, in exercise of the powers conferred by 
sections 12 and 33 of the Drugs and Cosmetics Act, 1940 
(23 of 1940), the Central Government, after consultation 
with Drugs Technical Advisory Board, hereby makes the 
following rules further to amend the Medical Devices 
Rules, 2017, namely:-

1.	 (1)	 These rules may be called the Medical Devices 
(Fourth Amendment) Rules, 2022.

	 (2)	 These rules shall come into force on the date of 
their publication in the Official Gazette.

2.	 In the Medical Devices Rules, 2017, in Fourth 
Schedule, in Part III, in Appendix II, in paragraph 
7.4 relating to biological safety, in clause no. (i), the 
following proviso shall be inserted, namely:—

“Provided that the requirement of Transmissible 
Spongiform Encephalopathies (TSEs) or Bovine 
Spongiform Encephalopathy (BSE) Certificates is not 
necessary, if the source is from an animal species from a 
country of origin recognised as having negligible Bovine 
Spongiform Encephalopathy risk in accordance with the 
recommendations of the World Organisation for Animal 
Health.”.

F.No.X.11014/25/2021-DR

Dr. Mandeep K Bhandari, Joint Secretary, Ministry of Health 
and Family Welfare, Department of Health and Family Welfare, 
New Delhi.

Note: The Medical Devices Rules, 2017 was published in 
the Gazette of India, Extraordinary, Part II, section 3, sub 
section (i) vide notification number G.S.R.78(E), dated the 31st 

January, 2017 and was last amended vide notification number 
G.S.R.356(E), dated the 18th May, 2022.

l    l    l

Notification Number Z-28016/178/2019-PMSSY-IV dated  
the 11th March, 2020 amended

Health & Family Welfare Notification S.O.2734(E), dated 13th June 2022

(Published in the Gazette of India on 14th June, 2022)

In exercise of powers conferred by Section 4 of the 
All India Institute of Medical Sciences Act, 1956 (25 
of 1956) as amended by All India Institute of Medical 
Sciences (Amendment) Act, 2012 (37 of 2012), the Central 

Government hereby nominates Vice Chancellor, Assam 
Central University to be member of Institute Body of All 
India Institute of Medical Sciences, Guwahati in place 
of Prof. Dilip Chandra Nath, Vice Chancellor, Assam 
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University, Silchar (Assam), and for that purpose makes 
the following amendment in the notification of Government 
of India, Ministry of Health & Family Welfare, Number 
Z-28016/178/2019-PMSSY-IV dated the 11th March, 
2020 published in the Gazette of India Part II, section 3 , 
Sub-Section (ii) vide SO 1183 (E) dated the 20th March, 
2020:

In the said notification, for serial number 1 and the 
entry relating thereto, the following should be substituted, 
namely: -

“Member under clause (aa) of Section 4:

“1. Vice Chancellor, Assam Central University”

The terms of office of member shall be governed by the 
provisions contained in Section 6 of the All India Institute 
of Medical Sciences Act, 1956.

F.No.Z-28016/178/2019-PMSSY.IV

Nilambuj Sharan, Economic Advisor, Ministry of Health and 
Family Welfare, New Delhi.

l    l    l
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Terephthalic Acid (Quality Control) Order, 2021 amended 
(1st Amendment of 2022)

Chemicals & Fertilizers Order S.O.2730(E), dated 13th June 2022

(Published in the Gazette of India on 14th June, 2022)

In exercise of the powers conferred by section 16 of 
the Bureau of Indian Standards Act, 2016 (11 of 2016), 
the Central Government after consulting the Bureau of 
Indian Standards, is of the opinion that it is necessary or 
expedient so to do in the public interest, hereby makes the 
following Order to amend the Terephthalic Acid (Quality 
Control) Order, 2021, namely:-

1.	 Short title and commencement

(1)	 This Order may be called the Terephthalic Acid 
(Quality Control) Amendment Order, 2022.

(2)	 It shall come into force on the date of its 
publication in the Official Gazette.

2.	 In the Terephthalic Acid (Quality Control) Order, 2021, 
in paragraph 1, for sub-paragraph (2), the following 
sub-paragraph shall be substituted, namely:- 

	 “(2) This order shall come into force on the 22nd day 
of December, 2022.”

F.No.PC-II 46016/6/2020-Tech.CPC Pt-2

N K Santoshi, Dy. Director General, Ministry of Chemicals 
and Fertilizers, Department of Chemicals and Petrochemicals,  
New Delhi.

Note : The principal order was published in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub section (ii), dated the 28th 

December, 2021, vide notification number S.O.5437(E), dated 
24th December, 2021.

Ethylene Glycol (Quality Control) Order, 2021 amended  
(1st Amendment of 2022)

Chemicals & Fertilizers Order S.O.2731(E), dated 13th June 2022

(Published in the Gazette of India on 14th June, 2022)

In exercise of the powers conferred by section 16 of 
the Bureau of Indian Standards Act, 2016 (11 of 2016), 
the Central Government after consulting the Bureau of 
Indian Standards, is of the opinion that it is necessary or 

expedient so to do in the public interest, hereby makes 
the following Order to amend the Ethylene Glycol (Quality 
Control) Order, 2021, namely:-
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1.	 Short title and commencement

(1)	 This Order may be called the Ethylene Glycol 
(Quality Control) Amendment Order, 2022.

(2)	 It shall come into force on the date of its 
publication in the Official Gazette.

2.	 In the Ethylene Glycol (Quality Control) Order, 2021, 
in paragraph 1, for sub-paragraph (2), the following 
sub-paragraph shall be substituted, namely:-

	 “(2) This order shall come into force on the 22nd day 
of December, 2022.”

F.No.PC-II 46016/6/2020-Tech.CPC Pt-2

N K Santoshi, Deputy Director General, Ministry of Chemicals 
and Fertilizers, Department of Chemicals and Petrochemicals, 
New Delhi

Note : The principal order was published in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub section (ii), dated the  
28th December, 2021, vide notification number S.O.5435(E), 
dated 24th December, 2021.

l    l    l

l    l    l

Toluene (Quality Control) Order, 2021 amended  
(1st Amendment of 2022)

Chemicals & Fertilizers Order S.O.2727(E), dated 13th June 2022

(Published in the Gazette of India on 14th June, 2022)

Phthalic Anhydride (Quality Control) Order, 2021  
amended (1st Amendment of 2022)

Chemicals & Fertilizers Order S.O.2728(E), dated 13th June 2022

(Published in the Gazette of India on 14th June, 2022)

In exercise of the powers conferred by section 16 of 
the Bureau of Indian Standards Act, 2016 (11 of 2016), 
the Central Government after consulting the Bureau of 
Indian Standards, is of the opinion that it is necessary or 
expedient so to do in the public interest, hereby makes the 
following Order to amend the Toluene (Quality Control) 
Order, 2021, namely:-

1.	 Short title and commencement 

(1)	 This Order may be called the Toluene (Quality 
Control) Amendment Order, 2022.

(2)	 It shall come into force on the date of its 
publication in the Official Gazette.

2.	 In the Toluene (Quality Control) Order, 2021, in 
paragraph 1, for sub-paragraph (2), the following 
sub paragraph shall be substituted, namely:-

	 “(2) This order shall come into force on the 22nd day 
of December, 2022.”

F.No.PC-II 46016/6/2020-Tech.CPC Pt-2

N K Santoshi, Deputy Director General, Ministry of Chemicals 
and Fertilizers, Department of Chemicals and Petrochemicals, 
New Delhi

Note : The principal order was published in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub section (ii), dated the 28th 
December, 2021, vide notification number S.O.5436(E), dated 
24th December, 2021.

In exercise of the powers conferred by section 16 of 
the Bureau of Indian Standards Act, 2016 (11 of 2016), 
the Central Government after consulting the Bureau of 
Indian Standards, is of the opinion that it is necessary or 

expedient so to do in the public interest, hereby makes the 
following Order to amend the Phthalic Anhydride (Quality 
Control) Order, 2021, namely:-
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1.	 Short title and commencement

(1)	 This Order may be called the Phthalic Anhydride 
(Quality Control) Amendment Order, 2022.

(2)	 It shall come into force on the date of its 
publication in the Official Gazette.

2.	 In the Phthalic Anhydride (Quality Control) Order, 
2021, in paragraph 1, for sub-paragraph (2), the 
following sub-paragraph shall be substituted, 
namely:-

	 “(2) This order shall come into force on the 22nd day 
of December, 2022.”

F.No.PC-II 46016/6/2020-Tech.CPC Pt-2

N K Santoshi, Deputy Director General, Ministry of Chemicals 
and Fertilizers, Department of Chemicals and Petrochemicals, 
New Delhi.

Note : The principal order was published in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub section (ii), dated the 28th 
December, 2021, vide notification number S.O.5434(E), dated 
24th December, 2021.

l    l    l
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n- Butyl Acrylate (Quality Control) Order, 2021 amended  
(1st Amendment of 2022)

Chemicals & Fertilizers Order S.O.2729(E), dated 13th June 2022
(Published in the Gazette of India on 14th June, 2022)

In exercise of the powers conferred by section 16 of 
the Bureau of Indian Standards Act, 2016 (11 of 2016), 
the Central Government after consulting the Bureau of 
Indian Standards, is of the opinion that it is necessary or 
expedient so to do in the public interest, hereby makes 
the following Order to amend the n- Butyl Acrylate (Quality 
Control) Order, 2021, namely:-

1.	 Short title and commencement 

(1)	 This Order may be called the n- Butyl Acrylate 
(Quality Control) Amendment Order, 2022.

(2)	 It shall come into force on the date of its 
publication in the Official Gazette.

2.	 In the n- Butyl Acrylate (Quality Control) Order, 2021, 
in paragraph 1, for sub-paragraph (2), the following 
sub-paragraph shall be substituted, namely:-

	 “(2) This order shall come into force on the 22nd day 
of December, 2022.”

F.No.PC-II 46016/6/2020-Tech.CPC Pt-2

N K Santoshi, Deputy Director General, Ministry of Chemicals 
and Fertilizers, Department of Chemicals and Petrochemicals, 
New Delhi.

Note : The principal order was published in the Gazette of India, 
Extraordinary, Part II, Section 3, Sub section (ii), dated the 28th 
December, 2021, vide notification number S.O.5438 (E), dated 
24th December, 2021.
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NATIONAL NEWS

Announcing the Change of Identity to 
Jb Our Core Values Remain Unchanged

JB. Our new identity 
has a simple, solid 
look that reflects the 
way we think and 
conduct ourselves. 
It is a symbol of 
our belief in being 
'Good People for 
Good Health"'

JB has emerged 
a s  t h e  f a s t e s t 
g r ow ing  Ind i an 
Pharmaceutical company. It has figured among the top 
25 pharma companies with a remarkable growth rate of 
29% in the Financial Year 2021¬22. The five household 
brands of JB have featured in the top 300 of the Indian 
Pharmaceutical Market (IPM) with 4 brands (including 
Azmarda) in the top 100 in the cardiac therapy segment. 
JB currently ranks at 12 in the gastro¬intestinal segment 
in IPM. It has over 350 brands with 20 key therapeutic 
categories.

Its brands are available across 600,000 pharmacies 
in India, literally, in almost every PIN code.

Catering to the evolving needs of customers (patients), 
JB has been adapting to the emerging new technologies 
and acquiring the leading pharma brands. The recent 
acquisition of Sanzyme has helped JB gain ranks and 
figures in the top-25 brands of the Indian Pharmaceutical 
Market. Likewise, by the acquisition of Azmarda in April 
2022, JB is likely to surge more ranks in the Indian 
Pharmaceutical Market.

Its seven manufacturing facilities in India comply 
to the world's highest standards meeting the rigorous 
international regulatory requirements around the world. 
It is one of the few Indian pharma companies employing 
the OROS (Osmotic-controlled release oral delivery system) 
technology. JB has set an unmatched technological lead 
in lozenges as a drug delivery format and is today one of 
the world's top 5 manufacturers of medicated and herbal 
lozenges.

JB has over 40 highest global accreditations for 
the manufacturing process, including certification from 
the US, UK, EU, Australia, South Africa, Russia/CIS 
and Australia. It is a leading partner for global pharma 
innovators and Global MNC majors. It exports a wide 

Nikhil Chopra, CEO & 
Whole-time Director, JB

While we are changing in many ways, we are not changing 
the solid foundation of JB. Our new identity has a simple, solid 
look that reflects the way we think and conduct ourselves. 
It is a symbol of our belief in being 'Good People for Good 
Health'. "

The fastest growing pharmaceuticals company in India 
- JB Chemicals & Pharmaceuticals Limited has emerged in 
a new avatar as JB. While its look has changed, the values 
remain. Endowed with goodness at its core, JB retains its 
value - 'Good people for good health.

In sync with the evolving healthcare industry, and the 
changing need of customers, JB has re-visioned the cause 
of spreading good health in India. JB aims to support 
healthcare providers and enrich patients' lives in innovative 
new ways while remaining committed to its core values of 
integrity, trust and reliability built over 45 years.

Announcing the change of identity to JB - Good People 
for Good Health, Mr Nikhil Chopra, CEO & Whole-time 
Director, JB, said, "In 45 years, we at JB have built a 
strong foundation of integrity, trust and reliability: Now we 
are taking the next leap forward towards becoming more 
agile, lean and simple. Our offerings and capabilities are 
becoming more diverse to cater to the evolving needs of 
our customers, our manufacturing processes are becoming 
more robust, and lean, our vision of looking at healthcare 
industry is becoming more progressive, globally. We are 
adapting ourselves to become more responsive to the needs 
of the healthcare world."

Mr Chopra further says, "While we are changing in 
many ways, we are not changing the solid foundation of 



IDMA Bulletin LIII (23) 15 to 21 June 2022	 35

range of formulations to over 40+ regulated and semi-
regulated markets.

The 5 household brands of JB featured in the top 300 
of the Indian Pharmaceutical Market (IPM) are - Rantac 
(anti-ulcerate) with IPM rank at 45 and gastro-intestinal 
segment rank at 6; Cilacar (anti-hypertensive) with rank 
at 52 and cardiac segment rank at 4; Cilacar-T (anti-
hypertensive) with rank at 203 and cardiac segment rank at 
22; Metrogyl (amoebicide) with IPM rank at 194; Nicardia 
(anti-hypertensive) with rank at 240 and cardiac segment 
rank at 30.

Source: India Forbes, 17.06.2022

l    l    l

IDMA urges FSSAI to delink FoSCoS 
licensing from product details submission

The Indian Drug Manufacturers’ Association (IDMA) has 
urged Food Safety and Standards Authority of India (FSSAI) 
to delink license granted from Food Safety Compliance 
System (FoSCoS) from product details submission.

It will fast-track FoSCoS license grant, thus facilitating 
ease of doing business for Food Business Operators 
(FBOs) manufacturing and selling health supplements, 
nutraceuticals, and food for special medical purposes, 
stated the industry body.

IDMA has recently submitted a representation to Arun 
Singhal, CEO, FSSAI as well as its chairperson Rajesh 
Bhushan appealing them to take steps to delink FoSCoS 
license grant from the submission of individual product-
related details.

FSSAI launched FoSCo on June 1, 2020 replacing 
the Food Licensing & Registration System (FLRS), which 
was launched in 2012 for issuance of pan-India FSSAI 
licenses and registration. The prime objective of FoSCoS 
is to enhance the user performance of the application, 
and make the required data submission process effective 
and simple in an effort to promote ease of doing business 
amongst the FBOs.

On the basis of one particular objective listed by FoSCoS 
Guidance Document, March 2020: ‘Achieve and enable the 
application to have standardized product approach rather 
than text box approach for manufacturers’ the FSSAI has 
enabled collection of product details, including complete 
composition, even of excipients, of marketed products as 
a pre-condition for issuing a FoSCoS license.

As per the guidance document, the complete product 
information regarding composition, excipients and their 
quantities are needed to be specified.

This is not only an impractical requirement but proving 
to be a bottleneck in grant of FSSAI central license. FBOs 
have painstakingly developed their own ‘proprietary’ blend 
which has potential to become public and hence a potential 
breach of the Intellectual Property (IP) rights, said Dr RK 
Sanghavi, chairman – Nutraceutical Committee, IDMA.

The guidance document further says the product 
information being provided should be identically matching 
(mirrored) in applications done by the marketeer as well 
as the manufacturer.

Taking exception to this, Dr Sanghavi said “For 
applicants of FoSCoS licenses this has become a 
bottleneck and grant of licenses are being withheld for both 
manufacturers as well as marketeers for no fault of theirs 
and resulting in huge financial losses for these FBOs.

It says marketeers of products under FSS (Nutra) 
Regulations need to upload details such as licenses, etc. 
of the manufacturers. “This is becoming a huge exercise 
since many large sized companies outsource their products 
from various manufacturers and even change the latter at 
any point of time for the same product,” he added.

The FBOs have been receiving queries in piecemeal 
rather than a one-time query to resolve all conflicts 
in application done for grant of FoSCoS license. They 
are at their wits end with repeat communications from 
FSSAI regarding details appearing in the license applied. 
Also, most of the queries are related to deficiencies and 
clarifications being addressed regarding the listed products 
whilst applying for FoSCoS license, he stated.

When a license has been granted and the manufacturer 
FBO intends to launch a new product, the modification is 
required to update details for which fees are additionally 
charged each time.

The concerned FSSAI officials on receiving applications 
for license modification for product addition start examining 
even the previously listed products already featuring in the 
system and re-start a cumbersome series of queries for 
approving the modification – on matters of nil relevance 
for which the application has been made. The FBOs are 
being forced to employ a full-time team to keep on applying 
for license modification and solving even queries raised 
regarding previously submitted and accepted data, said 
chairman of Nutraceutical Committee, IDMA.
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An averagely operational manufacturing FBO could 
be churning out 1-2 products per fortnight if not more 
often, or more frequent. This could entail endless and 
time-consuming license modifications – possibly – every 
month, mandated under the new regime of FoSCoS license 
grant and with all the accompanying hiccups as elaborated 
above, he stated.

“Grant of license need not be confused with developing 
or marketing of products’ appropriateness. There are 
already set regulations in place to ensure the same and 
the Enforcement Department within the FSSAI is suitably 
empowered to haul up the errant FBOs in this respect. The 
FoSCoS licensing should be de-linked from product details 
submission. Such a practice is not even prevalent within 
the drug industry wherein the licensing is separate and has 
no direct linking to products permitted for manufacturing 
and/or marketing. If it is the intent of FSSAI to collect 
and collate data on available products in the country, the 
same can be done via another mechanism or platform. 
For ensuring ease of business for FBOs, fast-tracking of 
FoSCoS license grant is one of the mantras and it requires 
FoSCoS licensing to be de-linked from the submission of 
individual product-related details,” said Dr Viranchi Shah, 
national president, IDMA.

Source: Laxmi Yadav, Pharmabiz, 21.06.2022 
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UK MHRA joins international partnerships 
to set global standards for medicines and 
medical devices regulation

The UK is set to play a greater international role in 
making sure medicines and medical devices are regulated 
safely and efficiently worldwide, the Medicines and 
Healthcare products Regulatory Agency (MHRA) announced 
after being accepted as a full member of three international 
work-sharing partnerships.

Two of these, the International Medical Device 
Regulatory Forum (IMDRF) and the International 
Council for Harmonisation of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) are focused on 
improving the harmonisation and convergence of medicines 
and medical devices regulation globally.

Through these partnerships, the MHRA will share 
expertise with other leading organisations, support the 
development of regulatory guidelines and drive greater 
harmonisation of regulation around the world. This will 

help deliver timely access to innovative medical products 
not just in the UK but globally.

The MHRA has also been accepted as a member of 
the US-based Medical Devices Innovation Consortium 
(MDIC). This public-private partnership brings together 
representatives of regulatory bodies, industry, non-profits, 
and patient organisations from different countries to 
improve the processes for development, assessment, 
and review of new medical technologies. This enables 
transformational medical technology to get to the people 
who need it sooner, by shortening the path from innovation 
to safety to access.

Dr Glenn Wells, Chief International and Partnerships 
Officer at the MHRA, said: “We are delighted to join 
these three international organisations to collaborate on 
regulatory alignment that will help deliver safer, innovative, 
and more cost-effective medicines and medical devices to 
the people who need them sooner.

“We are currently building a world-leading regime 
for regulating medicines and medical devices in the UK 
that prioritises patient safety while fostering innovation, 
and we look forward to sharing expertise with partner 
organisations for the benefit of patients not just in the UK 
but worldwide.”

The MHRA is one of the world’s leading regulators of 
medicines, medical devices, and blood components for 
transfusion. Recognised globally as an authority in its field, 
the agency plays a leading role in protecting and improving 
public health and supports innovation through scientific 
research and development.

Before the UK’s exit from the EU, the MHRA was part 
of both the IMDRF and ICH under the EU system, became 
observer nations after Brexit, and is now a full sovereign 
member.

Source:  Pharmabiz, 18.06.2022

l    l    l

Fixing the ills of Healthcare
After steering the country through the pandemic, 
the health ministry is concentrating on the gaps 

exposed

The Sudden, Gathering storm of a pandemic, 
the gradual outbreak, its spikes and troughs, and the 
immediate health needs of millions in acute distress—the 
Union ministry of health and family welfare (MoHFW) has 
been constantly under the spotlight for the past two years. 
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Most of the health resources of the ministry, too, were 
deployed to manage the pandemic. Nonetheless, amidst 
the turmoil, the ministry has successfully initiated a variety 
of other schemes in the past three years.

Leading the ministry from 2021 is Union minister 

Mansukh Mandaviya, a believer in 'quick' communication 

who has separate WhatsApp groups with State Health 

Ministers and Senior Ministry officials. Mandaviya was 

honoured by Unicef for contributing to women's menstrual 

hygiene by using the chain of Jan Aushadhi Kendras to sell 

100 million biodegradable sanitary pads.

Keeping future outbreaks in mind, the ministry has set 

up the Centre for One Health in Nagpur, which will carry out 

surveillance of bacterial, viral and parasitic infections. To 

bolster defences further, the PM Ayushman Bharat Health 

Infrastructure Mission Scheme will focus on preparing 

health systems for pandemic responses. "The management 

of the pandemic, especially the recent Omicron wave. has 

shown the world the power of strong political will, self-

reliance through Atma Nirbharta and innovation powered 

by technology," says Mandaviya.

After enduring the pain and distress of the second 

Covid-19 wave, there was the undeniable success of the  

vaccination drive. On October 21, 2021, the ministry 

celebrated the landmark achievement of the one billionth 

Covid-19 vaccine dose being administered in India. The 

world's fastest vaccination drive took nine months and, at 

its peak, 25 million (mostly free) doses were being given 

in 70,000 centres. More doses were given in rural India—a 

feat made possible by door-to-door campaigns and networks 

of field workers. The fight against non-communicable 
diseases such as cancer, stroke and diabetes has received 
an infra-structure boost, with 640 district clinics and over 
5,000 clinics at community healthcare centres. In addition, 
194 cardiac care units (CCUs) and 239 day care cancer 
centres have also been set up across the country. 

The MoHFW has made the National Digital Health 
Mission a priority, funded it handsomely and has brought 
in schemes like the hospital information system, the 
Nikshay-TB programme and Mera Aspataal, a patient 
feedback system. India also launched its tele-medicine 
programme, eSanjeevani, connecting 150,000 health 
and wellness centres to patients. During the pandemic, 
15 million consultations were done through it. To address 
the burden of mental health disorders, the government 
has put aside funds to start a National Tele-Mental Health 
Programme 23 dedicated centres will provide free tele-
counselling.

The urban poor have little access to health facilities, 
and the National Urban Health Mission is setting up a 
network of primary and community health centres to cater 
to their needs. Already, out of pocket expenditure (OOPE) 
for healthcare (expenditure borne directly by a patient) in 
India has declined from 64.2 per cent in 2014 to 48.8 per 
cent in 2018. Experts say that the increase in the budget's 
healthcare allocation to 2.5 per cent of the GDP would 
further reduce OOPE. Furthermore, in recent years, India 
has witnessed a notable decline in the Maternal Mortality 
Ratio as well as the Neonatal Mortality Rate.

However, there are challenges ahead, and many have 
been doggedly persistent for decades: a less than ideal 
number of doctors and trained nurses, and the need for 
more hospital beds.

Keeping this in mind, there is a push to direct health 
resources where the disease burden is the greatest—the 
urban poor, village and block levels and remote areas— 
through a mixture of technology, field visits, improved 
community health infrastructure and setting up district-
level medical colleges. The crucial goal here is to make 
healthcare accessible. Accessibility is healthcare's golden 
ratio now. 

Source:  Sonali Acharjee, India Today, 06.06.2022
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IDMA Secretariat celebrates International Women’s Day 
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Available Vaccine Plant 

A Vaccine Manufacturing plant 
having Ampules and Vials filling 

facility for vaccines or Biosimilars 
products is available for Contract 
Manufacturing or on Lease basis 

or on Outright sale basis.

Interested parties please contact 
to the following email id:

Email:  
vaccineplant22@gmail.com
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