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EDITOR’S NOTE

F
or the fourth year running, Express Pharma

brings to readers the Good Manufacturing

Practices (GMP) special issue. Our first

GMP special dated May 16-31, 2016 looked

at the  skewed perceptions of GMPs,

comparing it to the fable of the five blind men and the

elephant. (http://issuu.com/indianexpressgroup/docs/ep-

20160531pages) Our second GMP issue dated May 16-

31, 2017 (http://issuu.com/indianexpressgroup/docs/

ep-20170531pages) focussed on the upskilling initiatives

of pharma companies in India. Our third edition 

took a deep dive into how GMPs can and should 

be implemented as early as possible in the 

formulation research and development life cycle,

starting with the quality of key ingredients and 

APIs. (http://www.expressbpd.com/pharma/digital-issue-

pharma/express-pharma-vol-13-no-14-may-16-31-

2018/401456/)

From the nitty gritties of regulations governing

excipients, this year’s edition focusses on building a

culture of compliance. The latest infrastructure, the

most detailed standard operating procedures cannot

prevent a careless staff member from ‘forgetting’ to

wear safety goggles and head gear during an

inspection in clear violation of the written SOP.

Missing entries in logbooks, crossed out entries etc

raise suspicions too. The reasons for such behaviour

patterns could range from ignorance, forgetfulness,

laziness, negligence, sheer cursedness to a deliberate

attempt to sabotage a company’s reputation. 

The current edition deals with the various kinds of

non-compliance with current Good Manufacturing

Practices (cGMP) and has perspectives of external

GMP consultants hired by pharma companies to

prepare them for GMP audits. Taken on as the ‘third

eye’, these consultants were often approached as a last

resort after internal efforts failed to rectify the faults or

were not as succeeded as required. Fire fighting and

damage control measures are painful and often do not

sustain beyond a certain period of time. Employees

seen as the ‘cause’ of the non-compliance may be

terminated, but systemic issues may persist. The

training prescribed by regulators is completed but the

employees may leave. 

But, companies have today realised that

consultants bring an impartial view. Experts find that

pharma companies are today hiring them to spot the

weaknesses in their systems and processes, and to fill

the skilling and training gaps. In other words, third

party consultants are today being hired in a more

proactive manner, often before a company goes in for an

audit, to identify the weak links and suggest remedial

action. 

But beyond the process, it is about being alert to

out-of-the-box causes for non-compliance, errors, out-

of-specification results. External auditors play a big

role in analysing the ‘What-ifs’, raising the alarm early

and training their clients’ staff to think beyond the

obvious. Thus, compliance is slowly moving from being

a regulatory must have to a strategic endeavour.

Regulations too are evolving and regulators are 

re-defining GMP to include the way plant operators

are attired, documentation protocols, transport of

materials within the manufacturing plant, to how were

market complaints recorded and investigated. Thus

the ‘c’ in cGMP becomes crucial. Systems, processes

and personnel have to be constantly updated to be as

current as possible.

But change cannot happen overnight. Even if top

management walks the talk, are these concepts

filtering down to all employees, especially those at

manufacturing plants, on the filling lines or at the

packing stations? Most plants hire local labour, for

manual tasks, like labelling of cartons. Training is

considered a waste of time as most often these are

short term contracts, resulting in expensive goof ups.

For example, one excipient manufacturer recounts

how a switch of labels between two batches, resulted

in different batch numbers on the labels of the outer

packing and internal cartons. Both consignments were

rejected by the client as it would be seen as a GMP

non-compliance because the batch numbers didn't

match. This was a goof up at multiple levels: the

packer, the supervisor as well as the QA/QC teams.

Unless each person realises the importance of her

own task and how it contributes to the bigger picture,

there will be no incentive to change. Because change

does not happen overnight. External consultants,

however inspiring  or qualified they may be, cannot be

held responsible to change the DNA of a company. The

change has to be spearheaded by internal GMP

champions, with the full support of the senior

management. The shadow of GMP violations for some

manufacturing facilities seems longer than usual and

raises serious questions not just for the individual

companies but also the industry as a whole. Can we

learn from these miss-steps and resolve to forge a new

path rom here on? 

We like to hear your experience with cGMP

compliance. Whether it’s a work-in-progress or 

already a success story, do write in at

viveka.r@expressindia.com. 

Even if top
management
walks the talk,

are these
concepts

filtering down to
all employees,

especially 
those at

manufacturing
plants, on the

filling lines or at
the packing

stations? 

Cracking the cGMP code

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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Usha Sharma
Ahmedabad

G
angwal Chemicals has

recently organised a

technical seminar in

Ahmedabad with an objective

to create a platform for its exist-

ing and new customers to up-

date about the company’s exist-

ing product portfolio and

strengthen the relationship

across the India. The company

also informed that it is the first

in a series of such seminars

which will be held across the

country. The seminar was at-

tended by pharmaceutical pro-

fessionals from formulation de-

velopment, R&D, purchase and

top management. 

The event started off with

Dr Vijay Sharma, Senior Man-

ager—Business Development,

Gangwal Chemicals welcoming

the delegates and the introduc-

tion of the West chapter of

ACE (Agenda, Convention and

Entertainment) in Ahmed-

abad, initiated by the Gangwal

Chemicals. The company aims

to have ACE chapters across

India. 

A corporate audio visual

(AV) presentation of Gangwal

Chemicals which gave a de-

tailed overview of the com-

pany’s vision, business objec-

tives, key achievements,

marketing strategies etc., set

the context for the technical

seminar. Following this, another

corporate video of Gangwal

Laboratory Analytical Services

(GLAS), a group company of

Gangwal Chemicals highlighted

the company’s objective and 

key regulatory compliance 

activities. 

Dr Bhavesh Patel, Technical

Service Manager, AstaReal

Gangwal Chemicals organises ACE-
technical seminar in Ahmedabad
The seminar was attended by pharmaceutical professionals from formulation development, R&D,
purchase and top management

POST EVENT



(India), (A Fuji Chemical Indus-

tries group, Japan) presented

the first technical session of the

day. Bhavesh began his talk by

informing that Fuji Chemical

Industries, Japan is offering an

unique speciality problem solv-

ing pharma excipients and nu-

traceutical ingredient to India

and showcased the success

journey of Fuji Chemical Indus-

tries, Japan in India. His pres-

entation highlighted the com-

pany’s global presence and

different products/services be-

ing offered to the pharma and

nutraceutical companies across

the world. He elaborated on

how Fuji Chemical’s speciality

problem-solving excipients

such as Neusilin, Fujicalin and

F-Melt are helping pharma for-

mulation scientists to solve nu-

merous formulation related

challenges such as conversion

of oil to powder, stabilisation of

hygroscopic/moisture sensitive

API, flow improvement of

poorly flowable drug, minimise

hardness drop issue during long

term tablet storage, improve-

ment of quick disintegration

time in ODT, unique non-abra-

sive dibasic calcium phosphate

anhydrous (DCPA) to reduce

black particle generation prob-

lem in tablet, etc. He informed

that AstaReal is clinically most

studied brand of Natural Astax-

anthin ingredient across the

world and explained its USPs.

He informed that, AstaReal

Natural Astaxanthin ingredient

is obtained from haematococ-

cus Pluvialis- Fresh water Mi-

croalgae and is the most power-

ful antioxidant from nature

(6000 times stronger than Vit-

amin C and 560 times stronger

than green tea catechin in

terms of Singlet Oxygen

Quenching Power). Talking

about human clinical safety and

efficacy data, he informed that

more than 60 human clinical

studies on AstaReal Natural

Astaxanthin have been pub-

lished in peer reviewed interna-

tional scientific journal for vari-

ous health indication such as

anti-ageing (skin health), car-

diac health, anti-fatigue, eye

health, Sarcopenia, Brain

health, muscle endurance, male

fertility, sports nutrition, dia-

betes health, etc, and empha-

sised that Fuji Chemical is the

April 16-30, 2019
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Natural Astaxanthin is an approved
nutraceutical ingredient under FSSAI
gazetted notification and pharma/nutra
companies in India can use Natural
Astaxanthin ingredient in their Nutraceutical
/Dietary Supplement formulations

Dr Bhavesh Patel
Technical Service Manager, AstaReal (India)

To subscribe: bpd.subscription@expressindia.com

Our solutions can reduce time 
and cost while enhancing the production
capacity

Dr Vijay Sharma
Senior Manager - Business Development,

Gangwal Chemicals

Our DiCOM–DC excipients will help 
pharma companies to reduce multiple
usage of raw materials against their 
solution and help them gain optimum
result in the process of formulation

Dr Jaywant Pawar
Manager- Technical and Business Development,

Gangwal Chemicals 

With HPC SSL (SFP), formulators 
will be able to reduce tablet size and 
get excellent tablet properties at very low
concentration usage of SSL-SFP

Ranjit Gokhale
Senior Manager – Business Development,
Nisso Chemical India



only company who has intro-

duced natural Astaxanthin as

nutraceutical ingredient in 

FSSAI based on supportive hu-

man clinical, safety and efficacy

data with AstaReal (Fuji) Nat-

ural Astaxanthin. He had in-

formed that, natural Astaxan-

thin (from Haematococcus

Pluvialis microalgae) is an ap-

proved nutraceutical ingredient

under FSSAI gazetted notifica-

tion and pharma/nutra compa-

nies in India can use natural As-

taxanthin ingredient in their

nutraceutical/dietary supple-

ment formulations. 

The subsequent speaker,

Ranjit Gokhale, Senior Man-

ager—Business Development,

Nisso Chemical India, (sub-

sidiary of Nippon Soda, Japan)

highlighted that Nippon Soda

will be celebrating its centen-

nial anniversary in 2020. He

also gave a brief about the com-

pany’s global presence, includ-

ing manufacturing plants and

R&D centres. His presenta-

tion’s focus was on applications

of HPC SSL (SFP) as dry

binder. While explaining about

the benefits of HPC SSL (SFP),

he mentioned that with this

unique low viscosity binder, for-

mulators will be able to reduce

tablet size and get excellent

tablet properties at very low

concentration usage of SSL-

SFP. The special advantages of

SSL-SFP were explained by

showing the mechanical

strength of SSL-SFP grade

over other binders and also

through various case studies

covering dry granulation, direct

compression and use in orally

disintegrating tablets.

He also informed that Nisso

HPC has special benefits over

other cellulose binders such as,

broad portfolio of 14 grades

covering wide viscosity range

and particle sizes, a five-year

shelf life, silica-free, convenient

pack size of 10 kg and has US

DMF. He informed that Nisso

HPC is also registered in the

China market. About future

development strategy of Nip-

pon Soda, he explained that

the company is doing research

to develop special HPC grades

to help formulators solve criti-

cal challenges.

Dr Jaywant Pawar, Man-

ager—Technical and Business

Development, Gangwal Chemi-

cals was the next speaker. Be-

fore commencing his presenta-

tion, he interacted with the audi-

ence and posed a question to

them. He asked them about the

process by which pharma com-

panies take a call while develop-

ing a new dosage form and how

managers assign projects to

their subordinates. He asked

them to share their strategies

to get optimum results in the

fastest time possible with lim-

ited resources. This interaction

engaged the audience and kept

them engrossed. 

His presentation on 

DiCOM–DC a multi-function-

ality co-processed excipient

provided detailed information

about the Indian excipient

market. It informed that the

Indian market is growing at a

rate of 10-12 per cent vis-à-vis

5-7 per cent globally. His pres-

entation touched upon the

need for a new highly func-

tional excipient to scale up the

manufacturing process with

stability. His presentation also

addressed the need for a novel,

co-processed excipient and its

benefits. While explaining

about the advantages of co-

processed excipient, he said

that it is clinically safe and

there is no chemical change in

the output. Dr Pawar empha-

sised that Gangwal’s

DiCOM–DC excipients will

help pharma companies to 

reduce multiple usage of raw

materials against their solu-

tion and help them gain opti-

mum result in the process of

formulation. 

Adding more information to

Pawar’s presentation, Sharma

explained that Gangwal Chemi-

cals’ solutions can reduce time

and cost while enhancing the

production capacity. 

The last presentation of the

day was on ‘Nutraceutical - A

new leap for the healthcare sec-

tor.’ It was presented by

Sandeep Gupta, Chairman of

Standard Review Group (SRG) -

FSSAI, Director of Expert Nu-

traceutical Advocacy Council

(ENAC). 

He touched upon lifestyle

changes and its impact on hu-

man life. During the presenta-

tion, he drew attention to the

top health concerns due to

lifestyle changes such as dis-

ease in later life/ life-style dis-

eases; eye health; energy level;

bones and joints; digestion;

weight management; skin

health; immunity; emotional

balance; cardiac health and

fertility issues. He also pointed

out that these areas are creat-

ing enormous business oppor-

tunities. 

His detailed talk on health

benefits from nutraceutical

products also encouraged the

audience to adopt a healthy

lifestyle. In his session, he men-

tioned about how nutraceuti-

cals will play an important role

in healthcare. He urged

pharma companies to max-

imise the existing opportuni-

ties in this segment. 

Talking about the business

opportunities, which pharma

companies can consider, he said

that Astaxanthin, Flaxseed Oil,

Resveratrol, Glutathione, Coll-

gen Peptides, Probiotics, Pro-

tein sachets are gaining popu-

larity in India. These

nutraceutical ingredients in

combination or as a single in-

gredient product with effective

dose offers enormous business

opportunities. 

He mentioned that pharma

and nutra companies need to

consider the consumers’ re-

quirements before designing

their products. Stressing on the

importance of sourcing mate-

rial from the right place, he said

that in the nutra sector, produc-

ers need to focus on purity,

source and processes to lay

claim to the product's quality

for purity. 

He signalled that the market

for astaxanthin, prebiotic and

probiotic products are set to

grow considerably. He said that

these markets have much big-

ger scope than nutraceuticals

and companies can tap them. In

his summation, he said that the

Indian nutraceutical market is

expected to grow from $4 bil-

lion in 2017 to $18 billion in 2025,

with a huge 21 per cent increase

every year. He said that India is

a hub for manufacturing quality

based products and we should

continue to focus on developing

indigenous products. The day-

long event ended on an interac-

tive note. 

u.sharma@expressindia.com
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In the nutra sector, producers 
need to focus on purity, source and
processes to lay claim to the product's
quality for purity

Sandeep Gupta
Chairman of Standard Review Group (SRG) - FSSAI,

Director of Expert Nutraceutical Advocacy Council (ENAC)
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EMINENCE BUSINESS 

Media recently organised the

‘2nd Annual Pharma Project &

Portfolio Management Summit

2019’ in Mumbai. The theme for

the summit was Bringing 

‘Vision’ to your projects: Strate-

gising Innovation from Lab to

Launch. The summit had 90+

delegates attending with

Labindia Analytical Instru-

ments, Pharma Mantra &

Global Awards and Rewards

partnering the event.

The two-day summit en-

sured the continuous engage-

ment of the audience, speakers

and exhibitors through net-

working activities and discus-

sions with regards to the ever

evolving challenges of the phar-

maceutical project and portfolio

management teams and how to

overcome those challenges.

The summit saw as many as

14 sessions and a panel discus-

sion over the two days, attended

by the CEOs, MDs, project man-

agement heads, portfolio man-

agement heads, product/proj-

ect/ portfolio managers, quality

assurance / quality control man-

agers, supply chain managers of

the pharmaceutical and 

biopharma manufacturing com-

panies.

The day started with Guneet

Kaur Hayer, MD, Eminence

Business Media paying a tribute

to the martyrs of the Phulwama

Attack. She later spoke about

Eminence Business Media’s Vi-

sion on pharma project and

portfolio management.

The event was inaugurated

with the opening remarks by the

chairperson, John Robert, AVP

Project Management, Sun

Pharmaceuticals in the pres-

ence of various eminent person-

alities from the pharma indus-

try. He spoke about building a

project strategy which embarks

a new dawn for pharma project

and portfolio management. The

opening remarks were followed

by the presentation on project

management strategies revolu-

tionising the construction space

by Gautam Balakrishnan, Vice

President – Smart Cities Busi-

ness, Tata Projects. 

The other presentations on

day one included: Projects @

Relay Race by Robert,  from

Sun Pharmaceuticals; Situa-

tional Project Management: Ace

or Avoid by Afsar Shaikh, Direc-

tor PMO, Cipla; Project Man-

agement – Effective Quality

2nd Annual Pharma Project & Portfolio Management
Summit 2019 held in Mumbai
The two-day summit had networking activities and discussions with regards to the ever
evolving challenges of the pharma project and portfolio management teams and how to
overcome those challenges
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Role for robust product develop-

ment by Dr Udaykumar Rakibe,

Founder, PharmaMantra; Opti-

mising outsourcing project

management practices and re-

fining the techniques by Bishnu

Bibha Mohanty, Head Project

Management, Hetero Drugs;

Excelling Project Management

performance through contem-

porary human resource man-

agement by Dr Pranab Haldar,

Associate Director Project

Management, Dr Reddy’s and

Various Avatars of Project

Leaders – Skills & Dealing with

Situations by Jayesh Khatri, Sr

GM Project Management, Enal-

tec Labs.

Day one also witnessed a

panel discussion on ‘The science

and art of developing a master-

plan’ with panel members in-

cluding SG Belapure, Former

Managing Director, Zydus Hos-

pira Oncology; Dr Ashok Ku-

mar, President Centre for R&D,

IPCA; Dr Udaykumar Rakibe

from PharmaMantra; Makrand

Kulkarni, Head PMO, Sanofi;

Bishnu Bibha Mohanty, Head

Project Management, Hetero

Drugs; Dr Ujwala Salvi,

Founder & CEO, Nucleon Ther-

apeutics and Shib Pramanik, Di-

rector & Regional Head –

Strategic R&D Project Portfo-

lio, Abbott as the panel modera-

tor. A special campfire discus-

sion, which included the

audience discussion on ‘Evolv-

ing Role of Project Managers in

successful Project Implementa-

tion,’ was also arranged with

Jamila Joseph, SVP & Head, In-

novative Technologies & Clini-

cal Research, Reliance Life-Sci-

ences and Dr Laila Fatima,

Associate Director, Dr Reddy’s

Laboratories as the session

leaders.

The sessions on day two in-

cluded: Cost sensitivity and its

impact on competitive pricings

of portfolio teams by Dr Roshan

Palewar, CEO, DocRosh Health;

Concerns regarding the FDA 21

CFR Part 11 on Dissolution Test-

ing by Sandip Warekar, Sr GM –

R&D, Labindia Analytical In-

struments; Clinical Trails &

Project Management by Ravi

Gaware, Head Project Manage-

ment Clinical Operations,

Boehringer Ingelheim; Risk

Management in clinical re-

search by Dr Deepa Arora, VP

Pharmacovigilence & Global

Head Drug Safety & Risk Man-

agement, Lupin; Project Gover-

nance: Managing a dynamic

product portfolio by Mike Teiler,

Principal Consultant, Pharma

Portfolio Management Consul-

tants & Assessing Operations of

Portfolio Management to im-

prove efficiency by Taranpreet

Singh Lamba, VP Intellectual

Property & Global Product

Portfolio, Glenmark.

Day two of the summit also

witnessed the official launch of

John Robert’s book Leadership

Journey of a Project Manager by

Sandeep Gupta, Vice Chairman

Nutraceuticals, IDMA followed

by Robert signing the book and

handing over a copy of the same

to all the delegates. A session on

Building an Action Plan: ‘Find-

ing Solutions to the Challenges’

was also arranged on day two

where the delegates had to build

an action plan for a specific chal-

lenge provided to them by the

session leaders — Mike Teiler,

Principal Consultant, Pharma

Portfolio Management Consul-

tants; Dr Rakibe from Pharma-

Mantra and Dr Archana Bad-

hwar, Associate Director

Project Management NDDS In-

dia Market & PMO, Cipla.

A special dance performance

was also organised on day two of

the summit.

The summit was concluded

with the closing remarks by

Robert.

EP News Bureau 

The summit
saw as many
as 14 sessions
and a panel
discussion
over the two
days
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ANALYTICA ANACON
INDIA AND INDIA LAB
EXPO
Date: April 16-17, 2019

Venue: Mumbai

Summary: analytica

Anacon India and India Lab

Expo is going to be the

platform for the analysis,

laboratory-technology and

biotechnology market. Both

the events have the potential

for more than 400 exhibitors

and 10,000 visitors in three

halls. The events will cover

the entire value chain for

industrial and research

laboratories. 

Contact

Messe Muenchen India

INIZIO 507 & 508, 

5th Floor, Cardinal Gracias

Road Opp. P&G building,

Chakala, Andheri (E)

Mumbai - 400099

6TH EDITION OF
PHARMALYTICA
Date: June 10-12, 2019 

Venue: Bombay Exhibition

Centre in Goregaon

Summary: In the 6th edition

of this international trade

fair and conference, the

pharma community can pick

up on the latest industry

trends, innovations and do

business with analytical,

laboratory, machinery and

packaging industry. For the

first time ever, the 6th

edition will see a new pavil-

ion for API and excipients.

PharmaLytica conference,

collocated with the exhibi-

tion is the knowledge forum

and important industry

gathering that will bring an

entire range of topics in ana-

lytical, outsourcing, labora-

tory, scientific and biotech-

nology sector. 

Contact

UBM India 

Mumbai Office

Times Square Unit No.1 & 2

B Wing 5th Floor

Andheri-Kurla Road Marol,

Andheri (E) 

Mumbai 400059

+91 22 61727000

+91 22 61727273
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West’s high-quality packaging and delivery products with 
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Clinical Phase I, II and III, Lifecycle Management and 

Generics, we offer solutions at any stage of development, 
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Integrating products and services into one 
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Thank you for a
fantastic Summit, the
arrangement,
coordination,
personalised support,
a warm welcome and
thank you message.
We,from Conval
appreciate Indian
Express Pharma Team,
for another success
story and many more 
to come

ARJUN GUHA THAKURTA
Life Science Director – Operations,
Life Science Consulting,
A Conval Group Company

I sincerely thank
Express Pharma and
team for giving me the
great opportunity to be
part of Pharma CXO
Summit 2019.
It was an amazing
experience for two days
and there are abundant
take aways from all
presentations and
panel discussions by
eminent personalities
in their fields.
Hearty congratulations!
It will be a privilege to be
a part ot it in future 
as well.

CHANDI PRASAD RAVIPATI
GM, Packaging Development,
Aurobindo Pharma

Once again,the Express
Pharma team has
proven their worth
through this forum.
It is indeed a bold and
great effort to have this
blend of people from
the industry to
emphasise their role in
the pharma industry.
Reading,writing,
speaking and listening
has no meaning unless
there is good
understanding and
awareness built among
people.We expect its
success to continue in
the years 
to come.

PRABIR DAS
Head - Pkgg. Tech. Services, OSD
(India), Packaging Technical Services,
Mylan Laboratories

I would like to thank the
organising team for
inviting me,making the
logistics arrangments
and a very warm
welcome at venue.
I felt proud to be a part
of this event as a
panelist and got a
chance to interact with
the pharma leaders and
experts there. It had
learnings on the current
issues of Indian pharma
and ways to resolve
them. it also gave us
knowledge on
compliance with
government and
regulatory policies.
I look forward to
participating in more of
your events.

ANIL AGRAWAL
COO, Apnar Pharma

FEEDBACK TO PHARMA



It was a pleasure
attending the event
which gave me a
different perspective of
looking at things. It also
highlighted how
important we all are and
can play a role in adding
value  to healthcare.
I thank you for giving
me the opportunity to
put forward my
thoughts on the
same.Looking forward
to participate and
contribute in future
assignments and
conferences.

GOLDEE PARDESI
Associate Director, Dermatology
Dr Reddy’s Laboratories

I must congratulate you
and your team for this
well organised event.
As you know I am
always eager to share
my views do let me
know if there are any
opportunities in the
future.Once again
thanks and
congratulations to the
Express Pharma team.

PRAVEEN WADALKAR
Co-Founder & CEO, Techizer

Thank you for 
inviting me to the
Pharma CXO 
Summit 2019.
It was indeed a
wonderful experience.

NIHAR MEDH
Vice President & 
Global Procurement Head,
Cipla

PRESENTS

TM

CXO SUMMIT 2019
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Indian pharma sector is key to the growth strategy of Siemens. The company has been
investing heavily in the development of smart, customer-focussed local innovations using
automation and digital technologies. Eckard Eberle, CEO, Business Unit Process
Automation, Siemens explains their strategy to Raelene Kambli

How does Siemens operate

in India’s pharma space?

Siemens has identified

pharma as a key growth

vertical. It has a dedicated

team to interface with

customers in this sector. We

engage deeply with

customers to identify their

challenges and needs, and

then develop smart,

customer-focussed local

innovations. The solutions

are based on feedback from

the process industry and

CXOs from within the sector

and are conceptualised and

validated to solve many of the

challenges faced by the

industry. Our strength is our

ability to combine

automation knowledge,

digitalisation and domain

know-how, for the process

industries - whether it is

pharma, cement, beer

brewing or chemicals.

What growth prospects do

you see in the Indian

pharma market?

The Indian pharma market is

expected to grow at 15 per

cent market per annum until

2020 from today's $30 billion.

The Indian pharma industry

has a 33 per cent cost

productivity advantage

compared to the US market

and India has over 500 US

FDA-approved

manufacturing sites. This

makes India a very attractive

proposition for exports and

India stands today as the

largest exporter of generic

APIs in the world.

The prospects are bright.

What are the tasks have

you set in achieving your

business goals in Indian

pharma?

We are focusing on

innovation by integrating

technology and automation

into processes that make the

pharma industry more

efficient.

Over a period of time, we

have acquired knowledge in

the process industry

Siemens is banking on automation
and digitalisation to tap into Indian
pharma space

I N T E R V I E W

We are focussing on innovation 
by integrating technology 
and automation into processes
that make the pharma industry
more efficient
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encompassing chemical

engineering, manufacturing,

automation, information

technology especially

understanding local

manufacturing nuances and

bottlenecks. With this, we

are in a unique position to

comprehend and assimilate

local industry challenges 

and translate this knowledge

into developing innovative

and indigenous solutions for

solving some of these

challenges.

It is this very thought 

that has led to the setup of 

an Innovation Cell within 

our Process Automation

Business Unit at 

Siemens India.

We have already worked

on several process problems

to help the pharma industry

improve yield, enhance

manufacturing flexibility,

simplify processes and

achieve regulatory

compliance.

How will Siemens solutions

help pharma companies

with their process

innovations?

Some of the Siemens digital

solutions for pharma

companies and their

benefits:

Improve yield: Siemens'

SIPAT software enables

process analytics in the

development and production

stages. Consistent and

reliable quality is ensured by

analysing process data based

on mathematical models and

by real-time feedback into

the system. The solution can

bring an immediate yield

improvement of one per cent

per batch and can pay back

within one year.

Enhance manufacturing

flexibility: Siemens' process

automation solution enables

batch planning, scheduling

and overall management of

the production order. It

consists of SIMATIC PCS 7,

SIMATIC BATCH and

Preactor - interfacing with

Siemens' electronic batch

record(SIMATIC IT eBR)

and also ERP systems. This

setup enables a more flexible

workflow, easier recipe

management and reduced

human intervention. This

decreases batch cycle time

by up to 15 per cent.

Process simplification: The

XHQ operational intelligence

software aggregates, relates

and presents operational and

business data in real-time –

enabling data transparency

and continuous improvement

of the manufacturing

process. Additionally, data

can also be uploaded to

MindSphere to perform

process analytics and

generate insights to drive

process simplification and

intensification.

Regulatory compliance:

Siemens' electronic batch

record solution SIMATIC IT

eBR enables paperless

manufacturing within

regulated processes. It

supports operational and

manufacturing efficiency in

both manual and highly

automated environments -

designing, executing and

approving the batch record.

Additionally, the increased

data integrity helps expedite

regulatory approvals.

Furthermore, our

DCS(PCS 7) is fully

compliant to cGMP and 

FDA 21CFR Part11 out of 

the box with standard

documentation to support

the validation V cycle of the

project.

raelene.kambli@expressindia.com

High-speed diverters Track design flexibility Purely magnetic holding

www.br-automation.com/ACOPOStrak

ACOPOStrak 
Ultimate Production effectiveness

Enabling the adaptive machine. 
Like no other transport system.

OEEROI

TTM

office.in@br-automation.com | +91-20-41478999 
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DEAL TRACKER

Pharma sector posts 47 deals worth $7.7 bn in March 2019

IN MARCH 2019, the healthcare in-

dustry reported 47 deals worth $7.7

billion as compared to the last 12-

month average (March 2018-Febru-

ary 2019) of 66 deals worth $33.4 bil-

lion. A couple of billion dollar deals

has contributed 35 per cent to the total

deal value in March 2019. Thermo

Fisher’s proposed acquisition of

Brammer Bio, a contract develop-

ment and manufacturing organisa-

tion, for approximately $1.7 billion;

Blackstone signing an agreement to

acquire AYUMI Pharmaceutical, a

specialty pharmaceutical company fo-

cussed on anti-rheumatism and or-

thopaedic, for $1 billion; FUJIFILM

announcing to acquire Biogen (Den-

mark) New Manufacturing ApS for

$890 million are some notable deals

reported in March 2019.

The healthcare industry reported

85 venture capital (VC) deals worth

$1.2 billion in March 2019, compared

to the last 12-month average (March

2018-February 2019) of 86 deals worth

$1.9 billion. Beam Therapeutics rais-

ing $135 million in series B financing

round; InventisBio raising $70 million

in series C financing round; Karuna

Therapeutics raising $68 million in

series B financing are some of the ma-

jor deals reported in March 2019.

Deal Date Acquirer (s) Target Deal value (US$ m) 

6-Mar-19 Altitude Life Science Ventures; Omega Fund Management LLC; F-
Prime Inc; ARCH Venture Partners LP; Redmile Group LLC; Cormorant

Asset Management LLC; Eight Roads Ventures

Beam Therapeutics Inc (US) 135.0

11-Mar-19 Lilly Asia Ventures; Advantech Capital; OrbiMed Asia Partners; CMB
International Capital Corporation Limited; Pudong Innotek Capital

InventisBio Inc (China) 70.0

18-Mar-19 Sands Capital Management; Partner Fund Management LP; Alexandria
Venture Investments; Wellcome Trust; ARCH Venture Partners LP;

Fidelity Management & Research Company; Puretech Health; Eventide
Asset Management; Pivotal bioVenture Partners

Karuna Therapeutics Inc
(US)

68.0

18-Mar-19 Orbimed Advisors LLC; RA Capital Management LLC; Alexandria
Venture Investments; Lundbeckfond Ventures; Bay City Capital LLC;

Pfizer Venture Investments; New Enterprise Associates Inc; Arix
Bioscience Plc; Rock Springs Capital Management LP

Imara Inc (US) 63.0

28-Mar-19 Johnson & Johnson Innovation – JJDC Inc; IP Group Plc; Cambridge
Innovation Capital Plc; Woodford Patient Capital Trust plc; RTVentures

Inivata Ltd (UK) 52.6

Deal Date Acquirer (s) Target Deal value (US$ m) 

24-Mar-19 Thermo Fisher Scientific Inc (US) Biopharma Business (US) 1,700.0

15-Mar-19 The Blackstone Group LP (US) AYUMI Pharmaceutical Corp (Japan) 1,000.0

12-Mar-19 Fujifilm Corp (Japan) Biogen Denmark Manufacturing ApS (Denmark) 890.0

4-Mar-19 Biogen Inc (US) Nightstar Therapeutics PLC (UK) 877.0

21-Mar-19 Waypoint Group Holdings Ltd (Switzerland) Stallergenes Greer plc (UK) 830.0

Acouple of billion dollar deals has contributed 35 per cent to the total deal value in March 2019



THE 6TH edition of PharmaLyt-

ica will be held in Mumbai from

June 10-12, 2019 at the Bombay

Exhibition Centre in Goregaon

(E). In the 6th edition of this inter-

national trade fair and confer-

ence, the pharma community

can pick up on the latest indus-

try trends, innovations and do

business with analytical, labora-

tory, machinery and packaging

industry. For the first time ever,

the 6th edition will see a new

pavilion for API and excipients.

PharmaLytica conference,

collocated with the exhibition is

the knowledge forum and im-

portant industry gathering that

will bring an entire range of top-

ics in analytical, outsourcing,

laboratory, scientific and

biotechnology sector. Pharma-

Lytica is evolving as the leading

marketplace for products and

services along the entire value

chain in niche segments within

the pharma industry.

Express Pharma is the 

media partner for the event.  The

Innovation Gallery will display

innovative products from lead-

ing exhibitors. Visitors can at-

tend the gallery for free and at

one location to see a wide range

of new products and technolo-

gies in the market. More than

300+ exhibitors will congregate

at the venue which will be spread

across an area of 12000+ sq mts.

EP News Bureau

6th edition of PharmaLytica to be held in 
Mumbai from June 10-12,2019

MARKET
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More than
300+
exhibitors will
congregate at
the venue
which will be
spread across
an area of
12000+ sq mts

The 6th edition will see a new pavilion for API and excipients
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BUILDING
ACULTURE OF
COMPLIANCE 
Lingering cGMP issues underline the importance of hiring right,

rigorous training and continuous oversight to consistently 
comply with safety norms 

By Viveka Roychowdhury

April 16-30, 2019
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T
he globalisation of the phar-

maceutical chain poses both

opportunities and challenges.

Making affordable, safe medicines

more accessible benefits patients

as well as the companies who

makes these medicines. But the flip

side is that the growing complexity

of these supply chains adds to the

risks at every level. And regula-

tions and regulators are unfortu-

nately left playing catch up. 

Let's consider the world's

largest pharma market. In the pe-

riod 2011-2018, the number of US

FDA registered drug facilities in

the US has decreased by 10 per

cent in the US but increased 63 per

cent in India, followed by 51 per

cent in China, according to a pres-

entation by Dr Letitia Robinson,

Country Director, India Office Of-

fice of International Programs, US

FDA at the 4th Indian Pharmaceu-

tical Forum  2019 (IPF 2019) held

this February in Mumbai. 

As the number of registered

overseas facilities increased, there

was a corresponding increase in in-

spections of these sites. According

to a statement from FDA Commis-

sioner Dr Scott Gottlieb dated last

September 25, as of fiscal year
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2017, about 5,063 pharma sites

worldwide had routine sur-

veillance inspections, of which

3,025 were overseas. For that

year, the FDA conducted 1,453

drug surveillance inspections,

including 762 overseas inspec-

tions.

Regulators are hard

pressed to maximise their re-

sources and strategically de-

cide which manufacturing fa-

cilities are prioritised and

scheduled for surveillance in-

spections. Dr Gottlieb's state-

ment gave a link to the Center

for Drug Evaluation and Re-

search's (CDER) Risk-Based

Site Selection Model which

explains how a facility’s com-

pliance history, recall trends,

time since last inspection, in-

herent risk of the drug being

manufactured, processing

complexity and other factors

are all weighed and consid-

ered. The risk-based site se-

lection model is reportedly

structured so that the inspec-

tion frequency for all facilities,

regardless of where the facil-

ity is located, prioritises in-

spections of sites where the

drug being produced and the

manufacturing processes

used pose the greatest poten-

tial risk for problems that

could harm patients. 

Gottlieb has since resigned

from his post on March 5 but

his statement of April 4, with

Dr Janet Woodcock, Director,

CDER, giving the agency’s list

of known nitrosamine-free

valsartan and ARB class med-

icines, is the most recent ex-

ample of just how vulnerable

the global pharma supply

chain is. 

Learnings from the 
valsartan case
On June 19 last year, Prinston

Pharmaceuticals, a US manu-

facturer of valsartan prod-

ucts, notified the US FDA’s

Center for Drug Evaluation

and Research (CDER) that

one of their suppliers, China

based Zhejiang Huahai Phar-

maceutical Co. (ZHP), had de-

tected an impurity in the val-

sartan active pharmaceutical

ingredient (API) supplied to

Prinston. 

EU regulators were al-

ready investigating similar

cases. The impurity, a chemi-

cal known as N-nitrosodi-

methylamine (NDMA) is a

probable cancer-causing

chemical found in trace

amounts in water and some

foods. However, the levels of

NDMA in ZHP’s valsartan

API – while still trace

amounts – were deemed unac-

ceptable. 

Valsartan belongs to a

class of drugs called an-

giotensin II receptor blockers

(ARBs) that treat high blood

pressure and heart failure.

Considering the high inci-

dence of these ailments across

countries and that these med-

ications are used on a daily

basis over an extended period

of time, the valsartan saga

drew bad press not just for

the API makers. 

Patient groups accused

regulatory agencies of sleep-

ing at the wheel as experts

now says that a process

change made by ZHP in its

valsartan manufacturing

process way back in 2012

could be responsible for the

introduction of the toxin

NDMA. The process change

was approved by auditors and

multiple global regulatory

agencies in subsequent in-

spections and none thought to

specifically check for the pres-

ence of NDMA or a second

carcinogenic impurity, N-ni-

trosodiethylamine (NDEA),

found in recalled products

made by ZHP and marketed

in the US by India’s Torrent

Pharma. 

The US FDA collaborated

with other global regulators

like the European Medicines

Agency, European Directorate

for the Quality of Medicines,

Regulatory Operations and

Regions Branch and Thera-

peutic Products Directorate

of Health Canada, and the

Pharmaceuticals and Medical

Devices Agency in Japan by

sharing information to review

medications containing val-

sartan API manufactured by

ZHP and recalling batches. 

Since these alerts, experts

and media reports estimate

that more than 50 companies

around the world, including

the likes of Hetero Pharma

and Aurobindo Pharma from

India, have recalled valsartan

and its combination products

made from APIs sourced from

ZHP.  

But the recalls caused

drug shortages and regulators

had to step in once again to

curb patient panic. On April 4,

Gottlieb and Woodcock an-

nounced that they had so far

identified 40 ARB medica-

tions where their assessment

concluded they do not contain

any known nitrosamine impu-

rities, noting that this number

would increase. The an-

nouncement also listed the

possible reasons why such an

impurity was formed during

manufacturing, and cautioned

API manufacturers on the

possibility of contaminated

raw materials, including and

especially solvents and cata-

lysts (particularly when these

are reused).

While the valsartan deba-

cle seems to be finally under

control, it is worthwhile to

consider the learnings for

pharma manufacturers across

the world. Experts estimate

that around 30 per cent of

APIs sold in the EU come

from India. India in turn is 

Only the client is responsible for manu-
facturing, not the GMP consultant.
Unfortunately, this simple fact is often
confusing to many and GMP remedia-
tion efforts can linger on for years and
costs hundreds of million dollars

Dr Ajaz Hussain
Founder, Insight, Advice & Solutions and President, The
National Institute for Pharmaceutical Technology &
Education

It is essential that the ‘c’ in cGMP needs
to be ensured by filing necessary
updates to regulatory bodies using vari-
ous regulatory mechanisms like
changes-being-effected (CBE)  or Prior
Approval Supplement (PAS) in case of
FDA or type variation in case of EMEA

Shirish G Belapure
Consultant

Compliance to GMP is an investment
worth doing. We need to design our
manufacturing units, install machines,
develop technologies, write procedure
and follow operations so that we do not
put undue pressure on the compliance
set up of the unit

Amit Rajan
Managing Director, Prosfora Technologies
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dependent on China for many

key ingredients. Given the siz-

able export focus of pharma

companies in India, the indus-

try needs to double down on

ensuring compliance to

cGMPs. 

Regulatory lag
As the valsartan case demon-

strates, besides documenting

changes in the process, the

source materials etc, it is

equally important to also be

alert to out-of-the box possi-

bilities. For instance, given

that the process change at

ZHP was made way back in

2012, how was the impurity

detected so many years later?

Was it detected but not re-

ported? For this, we need to

have a culture of compliance

to cGMPs ingrained in all em-

ployees at every level. 

India continues to bag a

fair share of cGMP-related

regulatory raps. As of Sep-

tember 30, 2018, the US FDA

issued 15 cGMP warning let-

ters within the US itself, 18 in

China and 10 in India. But in-

spection outcomes for

pharma companies in India

have improved and are more

in line with global norms. 

Data from McKinsey pre-

sented at IPF 2019 shows that

in terms of  inspection out-

comes, while India's share of

global US FDA inspections in

2018 was 14 per cent (174 in-

spections), the share of No

Action Indicated (NAIs) at 76

and Voluntary Action Indi-

cated (VAI) at 91, have in-

creased while that of Official

Action Indicated (OAI) (7) has

decreased. In the previous

year, 145 US FDA inspections

in India resulted in 22 OAIs,

80 VAIs and 43 NAIs. But In-

dia’s GMP compliance for

EMA sites continues to be a

concern. In 2018, India's share

of GMP non compliance is-

sued by EMA was 43 per cent

(seven of the total 16 sites). 

The third eye
These inspection outcomes

have ensured that cGMP re-

mains on a top priority for

pharma companies and train-

ing initiatives has increased.

Many companies, following

the remedial actions pre-

scribed by the US FDA in-

spection reports, have also

turned to third-party consult-

ants to get an independent im-

partial view of their systems

and processes as well as train

their teams. How effective are

such GMP consultants, given

that they remain 'outsiders'

and insiders might have a bet-

ter chance of identifying

cGMP gaps? More so, since

they will move on once the pe-

riod of their consultancy is

completed? How can a com-

pany internalised the advice

and make more permanent

India continues to bag a fair share of cGMP-
related regulatory raps.As of September 30,
2018, the US FDA issued 15 cGMP warning letters
within the US itself, 18 in China and 10 in India. But
inspection outcomes for pharma companies in
India have improved and are more in line with
global norms
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changes? 

Ajaz S Hussain, President,

The National Institute for

Pharmaceutical Technology &

Education (NIPTE), served as

Deputy Director Office of

Pharmaceutical Science at

the US FDA and is also cred-

ited with leading some of the

agency's major initiatives to

develop regulatory policies

during his decade long term.

Post senior level assignments

with pharma companies like

Sandoz, Philip Morris Inter-

national and Wockhardt, he

founded his consulting prac-

tice Insight Advice & Solu-

tions in July 2013, He thus has

a unique perspective of both

the regulatory well as corpo-

rate side of the fence. 

Taking an overall systems

perspective, he says, “Insight,

advice, and solutions to help

pharma companies identify,

correct and prevent deficien-

cies in their practices are em-

bodied in the phrase: Care is

research, knowledge is power,

and wisdom is in practice.

This phrase describes a useful

perspective, which when un-

derstood provides clients an

optimal solution to leverage

the experience of a 'GMP con-

sultant' to the benefit of all -

the profit seekers, the pa-

tients, the professionals, and

public-health authorities.”

Explaining his approach,

he makes the point that

pharma operations are con-

sidered to be complicated and

not complex. That is, in a com-

plicated system causes and

their effects, although multi-

factorial, are knowable by

those who have adequate edu-

cation, training, and experi-

ence (see US regulations at 21

CFR 211.25). In pharma oper-

ations, starting conditions

(development, regulatory ap-

plications, raw materials, vali-

dation of processes and peo-

ple) and operating procedures

are defined to ensure that fol-

lowing established routines or

standard operating proce-

dures (SOP) will yield pre-

dicted results.  When actual

results deviate from expected

results – we ask why?

According to Hussain,

there are two types of errors:

errors of commission, i.e., due

to an action taken, or errors of

omission, i.e., when action has

not been taken. Knowing the

type of error defines the path

to a practical solution. Help-

ing clients understand these

fundamentals is essential for

them to self-author – both the

starting conditions and SOPs. 

He stresses that the third-

party consultants must be

competent to address both

systematic and systems is-

sues to help clients self-author

solutions they can practice

(after the consultants depart).

Consultants must help clients

appreciate the value of careful

research, channel the power

in their knowledge wisely to

personify it in all their prac-

tices. 

Pharma companies have

been hiring external GMP

consultants for the past few

years but though there is

some improvement in inspec-

tion outcomes, certain warn-

ing letters seem to have a long

shadow stretching for years. 

To this, Hussain empha-

sises, “Only the client is re-

sponsible for manufacturing,

not the GMP consultant. Un-

fortunately, this simple fact is

often confusing to many and

GMP remediation efforts can

linger on for years and costs

hundreds of million dollars.”

Giving the larger picture, he

points out, “It should not sur-

prise us when a prominent US

Senator, who is also a candi-

date for the President in 2020,

has called for the US Govern-

ment to manufacture generic

drugs. This proposal may not

be oxymoronic as it appears in

the first instance.” 

Summing up, Hussain rea-

sons, “The GMP regulations

in the US and around the

world are a bit dated for the

complexity and uncertainty of

the 21st century. For example,

the US 21 CFR 211.25 requires

adequate “education training

or experience” for pharma

professionals and third-party

consultants. What is adequate

“education,” “training” and

“experience”? Perhaps, now –

with the chaos and the wide-

spread product recalls, the

community will begin a

process to recognise that to

be true to our first principle

“first, do no harm” we must

appreciate: Care is research,

knowledge is power, and wis-

dom is in practice.”

Going digital is not a 
quick fix
Analysing the warning letters

and 483s over the past few

years, McKinsey data shows

that while data reliability and

good documentation practices

were the leading cause of ob-

servations in 2015, making up

41 per cent of observations,

this number was down to 17

per cent in 2018. While data

reliability, and investigation

and root cause assessment re-

lated errors reduced, the lead-

ing source of non-compliance

is now the gaps in manufac-

turing systems and lab 

controls.

Most pharma companies

have gone or are planning to

go digital in all GMP docu-

mentation in a bid to increase

compliance. But Shirish G Be-

lapure, an industry veteran

and consultant to pharma

companies, cautions that

Many are under the false impression
that by meeting regulatory specifica-
tions/ guidelines, product failure (due to
quality, efficacy and safety) is the
responsibility of the regulator. This per-
ception needs to be changed

Rajashri Survase-Ojha
Founder and Managing Director, RAAJ GPRAC

Selecting the right person for the right
job with good character and good atti-
tude, core values and nurturing these
values in a conducive environment will
be the “mantra” to build a culture of
GMP compliance in the organisation

Vishalakshi Naik
Founder, Quality Solutions

Pharma companies need to equip their
workforce with the requisite knowledge
and skills, in an efficient and cost-effec-
tive manner. Integral to this initiative is
identifying possible areas of intervention
and structuring training and upskilling
programmes that can ably meet the
human capital demands of the industry

Rahul Guha
Partner and Director and India Lead, Healthcare Practice,
BCG



there is great risk of data

breach, manipulation or theft

if adequate controls are not

being built while designing

the system or not secured af-

ter wards.

According to him, “In to-

day’s pharma world, GMPs

are often confused with com-

pliance and quality. All these

are three different terminolo-

gies. Both compliance and

cGMPs are aimed at achieving

quality. Compliance is merely

ensuring that whatever you

have communicated to regula-

tory agencies is being followed

regularly. Many times it is ob-

served that GMPs are over-

looked just to be compliant. It

is essential that the ‘c’ in

cGMP needs to be ensured by

filing necessary updates to

regulatory bodies using vari-

ous regulatory mechanisms

like changes-being-effected

(CBE) or Prior Approval Sup-

plement (PAS) in case of FDA

or type variation in case of

EMEA.”

Going back to the basics,

he points out that the whole

concept of GMP is based on

the ALCOA (Attributable,

Legible, Contemporous, Orig-

inal, Accurate ) principle and

thus data is very critical. This

fact is being demonstrated in

recent inspections of the FDA

or MHRA. With a view to

meet these requirements,

most pharma companies are

planning to become digital in

all GMP documentation. This

is a welcome step; however it

is not a panacea for getting all

the issues resolved. 

As Belapure cautions,

“Most of the systems are

quick-fix and not designed to

avoid security breaches.

There is a great risk of data

breach or manipulation or

theft if adequate controls are

not being built while design-

ing the system or not secured

after wards. It is absolutely

necessary as almost all Qual-

ity Management Systems

(QMS) which are an essential

part of GMP like LIMS, docu-

ment management system,

track-wise all are based on

digital platforms and are vul-

nerable to this risk.”

Therefore he advises that

it is essential to use tools like

risk assessment/mitigation

with the help of IT experts to

avoid these problems. To

prove his point, he harks back

two years, when all opera-

tions of Merck came to a

standstill due to a ran-

somware virus. He sees the

Merck case as just a warning;

the future could see the hack-

ing of systems to create is-

sues for competitors, data

theft etc. to create chaos.

This underlines his message

that there is need to have

greater awareness to con-

sider this risk and take appro-

priate actions to avoid risk of

GMP being compromised.

GMP culture is about the
right nature or nurture? 
External auditors and con-

sultants play a big role in help-

ing pharma companies get

their strategies and infra-

structure right but ultimately,
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systems and processes are

only as good as the minds and

hands that control them. As

Rajashri Survase-Ojha,

Founder and Managing Direc-

tor, RAAJ GPRAC puts its,

“GMP is all about people and

how they should behave while

manufacturing medicines.

Why is it all about people?  Be-

cause only people can prac-

tice. The emphasis is on the

word 'practice', because prac-

tice becomes a habit, becomes

an attitude, becomes the cul-

ture.”

How does one ensure that

every employee, follows basic

tenets like ‘Do what you docu-

ment and document what you

do?’ Analysing the common

causes of non compliance in

pharma companies in India,

Amit Rajan, Managing Direc-

tor, Prosfora Technologies

says, “We need to design our

manufacturing units, install

machines, develop technolo-

gies, write procedure and fol-

low operations so that we do

not put undue pressure on the

compliance set up of the unit.

Not following the Standard

Operating Procedures (SOP),

forcing an output more than

expected, improper cleaning

of equipment in a multi prod-

uct facility, non concurrent

documentation etc. are the

hazards which put the maxi-

mum stress on compliance

framework of any unit.”

He points out that all big

pharma set ups in India have

sometime or the other com-

promised on these critical

compliance matters, thereby

inviting criticism from vari-

ous regulators. “A combina-

tion of these non-compliance

leads to what we now know

as the dreaded term ‘data in-

tegrity.’ This term is a result-

ant of poor implementation

of procedures, compromised

honesty in operations (gener-

ally at the leadership level),

trying to brush surprises un-

der the carpet and destroy-

ing poorly documented data.

Failure to meet this preamble

in successive regulatory in-

spections have brought some

of the big Indian pharma

companies to the state of

decimation.”

Encapsulating the task be-

fore every pharma leader Ra-

jan says, “Cultural changes

and continued compliance to

it, is a huge pain to take and a

great challenge requiring

commitments at all levels of

the organisation.” Moving for-

ward, he emphasises that the

need is to nurture an environ-

ment at the work place which

keeps reminding all the staff,

right from operators to the

chairman that ‘honesty is

“still” the best policy!’

To the proposition on

whether a quality culture is

dependent on nature or nur-

ture, Vishalakshi Naik,

Founder, Quality Solutions

cautions, “It is only possible to

nurture something that al-

ready exists. There are cer-

tain principles, ethics and

core values which are prima-

rily essential in the person if

he needs to be part of a cul-

ture of GMP compliance. A

few of them are most impor-

tant like attitude, quality, hu-

manity, sharing, transparency,

truth, and empathy.” So her

mantra to build a culture of

GMP compliance in the organ-

isation would be selecting the

right person for the right job

with good character and good

attitude, core values and nur-

turing these values in a con-

ducive environment.

When things go wrong, it is

human tendency to start a

blame game. Survase-Ojha

from RAAJ GPRAC makes

the important point that, “In

many companies, it is ob-

served that quality compli-

ance is the responsibility of

the quality assurance (QA) de-

partment only. If there is any

failure, they are directly re-

sponsible. This perception

needs to be changed as qual-

ity compliance is the respon-

sibility of all persons in the or-

ganisation, from the sweeper

to the top management.”

Another perception that

she highlights is the false im-

pression that by meeting regu-

latory specifications/ guide-

lines, product failure (due to

quality, efficacy and safety) is

the responsibility of the regu-

lator. This perception needs to

be changed.”

Thus, this cultural change

will have to be spearheaded by

GMP champions from within

organisations rather than re-

lying solely or even largely on

external resources like exter-

nal GMP auditors, consultants

or trainers. 

Grooming human capital
of the future
To conclude on a more posi-

tive note, efforts could now fo-

cus on training employees as

early as possible, probably to

avoid the consequences of

reputational loss for the or-

ganisation as well the individ-

ual's need to un-learn/re-learn

core concepts. 

Giving more details, Rahul

Guha, Partner and Director

and India Lead, Healthcare

Practice, BCG says, “A core

group of HR leaders working

in collaboration with Opera-

tions & Quality leaders from

the industry, along with facil-

itation with BCG conceptu-

alised the development of an

Entry Level Training (ELT)

academy. The team worked

for almost two years to build

the curriculum, align the Life

Sciences Sector Skill Devel-

opment Council (LSSSDC)

curriculum and set up the

academy in partnership with

Yashaswi Group. The overall

concept has been developed

and rolled out with a pilot cen-

tre in Goa which will train 300

students in this year and fol-

lowing the training, they will

join the respective compa-

nies.” The first batch con-

sisted of 990 students from

Cipla, DRL and Lupin. 

Explaining the rationale

behind the course, he says, “In

order to meet the industry’s

dynamic as well as growing

needs, it is imperative that the

workforce is adequately

trained. Pharma companies

need to equip their workforce

with the requisite knowledge

and skills, in an efficient and

cost-effective manner. Inte-

gral to this initiative is identi-

fying possible areas of inter-

vention and structuring

training and upskilling pro-

grammes that can ably meet

the human capital demands of

the industry.”

Introduced in November

2018, the ELT programme is

aimed at training 10+2/ITI

students and BSc/B Pharma

students. The six-month ‘fin-

ishing school’ programme in-

cludes three months of class-

room and practical training

and another three months of

on-the-job training (OJT). The

first three months are further

divided into 1.5 months of in-

structor led training and 1.5

months of simulation. It fi-

nally culminates in a final ex-

amination and selection. Guha

says the testing results and

attendance so far has been

fairly encouraging with 85 per

cent attendance and 95 per

cent pass test scores

achieved. 

At completion, successful

candidates receive an

LSSSDC certification and em-

ployment in the sponsor com-

pany. Candidates can also

choose to opt for continuous

education post the six-month

programme. By training and

upskilling themselves, individ-

uals could boost their career

path and can expect an even-

tual increase in salary as well.

The industry benefits as well,

by having a trained pool of re-

sources joining the company. 

The industry has been

heavily involved in this pro-

gramme and has made signifi-

cant commitments. Support

garnered so far includes dona-

tions in the form of 100+

equipment, 415+ hours of cur-

riculum as well as a commit-

ment of Rs 2.5 crore to part-

ner in the first year and 250+

on job training and jobs.

This is a clear win-win situ-

ation but it's early days yet.

As Guha outs it, “Any new ini-

tiative that is designed to

have a larger impact on the

industry, is initially fraught

with challenges. For the ELT

programme, challenges in-

clude initial issues with re-

spect to infrastructure and

accommodation, procuring

live test equipment, manag-

ing diversity, securing en-

gagement and success and

getting OJT well settled.

However, these are simply ini-

tial teething issues which can

be addressed through judi-

cious planning and industry

collaboration. The pilot batch

has been a great experience

and the aim is to incorporate

the learnings from the same

to refine the program further.

Going forward, the focus will

be on stabilising the batch

strength to 90 per quarter,

making the programme avail-

able to member companies

beyond the core committee

and defining the timeline for

expansion.” 

One hopes that the initia-

tive which is facilitated by the

IPA, will soon have non-mem-

ber companies as participants

in order to build a wide and

deep enough talent stream 

of GMP trained pharma 

manufacturing professionals

in India.

viveka.r@expressindia.com

External auditors and consultants play a big role
in helping pharma companies get their strategies
and infrastructure right but ultimately, systems
and processes are only as good as the minds and
hands that control them
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T
he term Good Manufactur-

ing Practice (GMP), implies

the standards or good prac-

tices followed in core manufac-

turing of any item or product.

However, it encompasses a

broad spectrum of activity start-

ing from testing, manufacturing,

labelling and stability studies

when used in the context of

pharma products, interchange-

ably called as drugs or medi-

cines.

The pharma business is an

extremely regulated one which

the manufacturers have to com-

ply in letter and spirit. These

regulations have been codified in

form of laws or guidances pub-

lished from time to time by vari-

ous pharma regulatory agencies

across the globe. Compliance to

the GMP code laid out, have,

thus become a key rallying point

between the pharma manufac-

turers and the regulators world-

wide in recent days.

Significant violation to GMP

was noticed at your manufactur-

ing unit based at……... 

Numerous observations were

made which were non compliance

to the GMP requirements of 21 CFR

part 210 &211 at your drug product

site located at …….

Above are the typical content

of the letters issued by drug reg-

ulators to the pharma units after

inspection of their manufactur-

ing units. If you ever a get a

chance to read the finer details,

you would find that the term

“GMP" is used in the observa-

tions as varied as: How well the

operators were dressed? How

the materials were transferred

from one place to another? How

was the area cleaned? How was

data written on the document?

How was the material tested in

the quality control unit? How

good was the labelling opera-

tion? What was the temperature

of the container in which the

medicines were dispatched?

How well the market complaints

were recorded and investigated?

These varied operations and the

compliance levels that one has to

follow in executing them, poses

a natural question: “Is building a

culture of GMP compliance

about Nurture or Nature?

Instilling a culture of compli-

ance in a pharma set up is about

nurturing - training and develop-

ment of all the staffs concerned,

on a continuous basis. It’s also

about nurturing and inculcating

an important cultural attribute -

the need for being honest.

"Do what you document and

document what you do" is like a

preamble every one has to follow

in the pharma sector. Every per-

son involved in even the smallest

unit operation has to follow this

preamble for their works to

qualify as “compliant”. The com-

plexity of operations involved in a

pharma set up, whether it is

drug substance or a drug prod-

uct unit, requires the culture of

compliance to be built on a con-

tinuous basis. Readers may be

aware that because of this need

of culture of continuous learning

due to fast changing compliance

requirements, the terminology

cGMP is in vogue as against

GMP. The prefix “c” stands for

“current” which reflects the con-

tinuity requirements of training

and thus nurturing an able team

to be ready to face fast changing

requirements either of the new

markets or of the new product

technologies. On a lighter side,

however, the argument amongst

the pharma professionals on

whether this “c” is to be docu-

mented as cGMP or CGMP has

yet not settled!!

While the oral dosage form

manufacturing is like technol-

ogy, the sterile drugs (aseptic

manufacturing) is both technol-

ogy and art. Staff working in

sterile manufacturing set-ups

have to nurture a hygiene regi-

men which must be of highest

standards. Aseptic manufactur-

ing involves working in a mi-

croorganism-free environment

which is paradoxical when un-

derstood from the fact that staff

working in these areas them-

selves, are the biggest carriers of

the microorganisms! Hygiene

practices followed at these units

have therefore been critically in-

spected by the regulators at

pharma units based in India.

Most of these units have failed to

stand up to the regulators expec-

tations and have thus been put

under a warning letter or import

alert. Failures, are partly due to

the tropical nature of our terri-

tory and partly due to our own

cultural attributes.

Compliance to GMP is an in-

vestment worth doing. We need

to design our manufacturing

units, install machines, develop

technologies, write procedure

and follow operations so that we

do not put undue pressure on

the compliance set up of the unit.

Not following the Standard Op-

erating Procedures (SOP), forc-

ing an output more than ex-

pected, improper cleaning of

equipment in a multi-product fa-

cility, non-concurrent documen-

tation etc. are the hazards which

put the maximum stress on

compliance framework of any

unit. All big pharma set ups in

India have sometime or the

other compromised on these

critical compliance matters,

thereby inviting criticism from

various regulators. A combina-

tion of these non compliances

leads to what we now know as

the dreaded term "data in-

tegrity.” This term is a resultant

of poor implementation of pro-

cedures, compromised honesty

in operations (generally at the

leadership level), trying to brush

surprises under the carpet and

destroying poorly documented

data. Violations of the preamble

discussed earlier in the article.

Failure to meet this preamble in

successive regulatory inspec-

tions have brought some of the

big Indian pharma companies to

the state of decimation. 

Many of the pharma busi-

nesses in India are at the cusp of

a cultural shift required for GMP

compliance. They would all do

good to ponder and implement

on what Warren Buffet once

said:

“In looking for people to hire,

you look for three qualities: in-

tegrity, intelligence, and energy.

And, if they don't have the first, the

other two will kill you.”

Honesty is still the best policy!
Amit Rajan, Managing Director, Prosfora Technologies, says that instilling a culture of compliance
in a pharma set up is about nurturing, training and development of all the staffs concerned, on a
continuous basis. It’s also about nurturing and inculcating an important cultural attribute, the
need for being honest

Compliance to GMP is an
investment worth doing.We
need to design our
manufacturing units, install
machines, develop technologies,
write procedure and follow
operations so that we do not put
undue pressure on the
compliance set up of the unit
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G
MP is like oxygen for the

pharma industry and a

culture of compliance

has to be in the blood of the

organisation so that every part

or process or system or docu-

ment in an organisation will

breath GMP.

Building a culture of GMP

compliance is the need of the

industry and the human as-

pect is the most essential thing

in the culture. To build a cul-

ture, the most important

thing is a motivated leader and

a team with specific core val-

ues. Selection of people based

on their core values and  nur-

turing those values at every

important decision-making

stage are two most important

aspects of building culture of

GMP compliance. The driving

force and motivation to

achieve this status must

come from top management

and it has to be retained by

middle management.

What is culture? Culture is

a sum effect of social behav-

ioural pattern. Culture creates

unwritten rules and they are

followed. Principles, ethics,

moral values play very impor-

tant role. There are many

scholarly articles about its im-

pact of social and organisa-

tional behaviour as well as its

impact on businesses. Many

life coaches in the US and Eu-

rope are now teaching medi-

tation, reflection and gratitude.

Industry in the 21st century is

evolving at a pace which we

could not have thought of

earlier. Artificial intelligence,

machine learning, big data and

block chain are the buzz

words. With increasing order

of automation and digitalisa-

tion, we will be realising the

importance of human mind

and creativity. Thus, we will

need expert inputs to check

and verify machine gener-

ated results. Importance of

human values will be increas-

ing to great extent.

To understand human as-

pects, let us read this story

written by Stephen Covey

(Author of “The 7 Habits of

Highly Effective People”). He

has shared an experience, he

had in a subway ride in New

York.

“People were sitting quietly;

few reading newspapers, few lost

in thought, few resting with their

eyes closed. It was a calm, peace-

ful scene. Then suddenly, a man

and his children entered the sub-

way. The children were so loud

that instantly the whole climate

changed. The children were

yelling back and forth, throwing

things. It was very disturbing.

And yet, the man sitting next to

me did nothing. It was difficult

not to feel irritated. I could not

believe that he could be so insensi-

tive to let his children run wild

like that and do nothing about it,

taking no responsibility at all. It

was easy to see that everyone else

on the subway felt irritated, too.

So finally, with what I felt was

unusual patience and restraint, I

turned to him and said, “Sir, your

children are really disturbing a

lot of people. I wonder if you

couldn’t control them a little

more. The man lifted his gaze as if

to come to a consciousness of the

situation for the first time and

said softly, “Oh, you’re right. I

guess, I should do something

about it. We just came from the

hospital where their mother died

about an hour ago. I don’t know

what to think, and I guess they

don’t know how to handle it ei-

ther.” Can you imagine what I

felt at that moment? My para-

digm shifted. Suddenly I saw

things differently, I felt differ-

ently, I behaved differently. My

irritation vanished. I didn’t have

to worry about controlling my at-

titude or my behaviour; my heart

was filled with the man’s pain.

Feelings of sympathy and com-

passion flowed freely. “Your wife

just died? Oh, I’m so sorry. Can

you tell me about it? What can I

do to help?” Everything changed

in an instant. 

In the process of building a

culture of GMP compliance, we

need to first understand tech-

nical aspects. Let us under-

stand, how can the above

story help us in conducting a

better investigation and find-

ing the correct root cause

analysis (RCA).

Example 1: In a manufacturing

section, an entry was found

missing in the logbook during

self-inspection. After an inves-

tigation, the reason noted was

“human error.”  After the sug-

gested action of “re-training”

was completed, the corrective

and preventive action (CAPA)

was closed. It was decided that

no global action was required.

Using the same example,

can we look at a paradigm shift

and investigate deeper?

In the process of investiga-

tion, it is required to go in to

details by talking to the person

concerned. The reasons could

range from the following: 

◗ The entry register is not

nearby.

◗ The person is uneducated.

◗ People keep changing daily.

Now, with above reasons,

global verification may be re-

quired. 

Since we are focusing on

systems, every member of a

team will contribute to nullify

the cause of mistake. 

The whole process will be-

come positive and energetic. 

Example 2 Consider a formu-

lation company receiving a

market complaint of empty

pocket in a strip. For a while,

imagine this in your company

and think of how you will go

about finding RCA? Can you

assure that being part of the

system, you will not blame any

person and go deep into the

system to find the root cause?

Example 3 In an API unit,

imagine that the most impor-

tant vendor audit is in process

and  one of your workers hap-

pens to pass by without wear-

ing safety goggles and head

gear. What will be your reac-

tion? 

Discuss this with your team

as a theoretical example. Give

five minutes to list out all possi-

ble reasons, without worrying

about right or wrong. Once

they do this exercise, you can

give a few actual examples of

your own department or or-

ganisation and repeat this

process. Assure them that we

are in the process of building a

strong culture of GMP compli-

ance.

I believe that no person

will make a mistake with

the intention of making a mis-

take. Things go wrong and

some of the reasons could be: 

Select the right nature, then
continuously nurture
Select people with the required core values and then nurture those values by creating a conducive
environment. But it is only possible to nurture something that already exists, cautions
Vishalakshi Naik, Founder, Quality Solutions. She gives a few examples and tips to build a culture
of cGMP compliance
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1. Lack of awareness - He

does not know it’s a mistake or

he does not know the differ-

ence between right and wrong.

2. He does not know the

impact of his action. He does

not know the big picture.

3. He doesn’t know changed

circumstances.

4. He is too lazy to act.

At the next stage of investi-

gation, after finding RCA, you

will proceed to CAPA. All ob-

servations related to non-com-

pliance related to staff ends

with training. Once again,

pause and think. If at all train-

ing was a solution, this was

done earlier so why did that

mistake happen? Therefore,

there is something much be-

yond training.

Process of building a cul-
ture of GMP compliance
Let us accept that building a

culture is long process. We

cannot plan today and have a

change in culture from tomor-

row. The most important thing

is, if we want to build a culture

of GMP compliance, we need

to essentially focus on educat-

ing every person. Education

cannot be just by induction or

on-job training or the tradi-

tional process but also at every

stage of growth and every

stage of failure or mistake. 

Every Standard Operating

Procedure (SOP) must be fol-

lowed (with an understanding

of the importance of it and not

mere as a formality). And es-

sentially have a top to bottom

approach in management. 

The selection process

must be elaborate, and should

include, assessing human

needs (http://six-human-needs-

test.herokuapp.com/ members/

new), personality testing

(https://www.tonyrobbins.com/di

sc/). People must be selected

with required core values by

asking few questions. In

pharma or healthcare indus-

try, ‘humanity’ is the most im-

portant characteristic. And if

one is aware of the fact that

the whole business is about

serving humanity, GMP and

need of compliance need not

be realised at every stage. And

then nurture those things

which will ultimately raise the

culture of GMP compliance in

the organisation.

Challenges in building
culture
Every person working in the

pharma sector as an individual

understands and tries his best

to follow GMP. What then are

the challenges in building a

culture of GMP compliance?

The important thing here is, it

is only possible to nurture

something that already exists.

There are certain principles,

ethics and core values which

are primarily essential in the

person if he needs to be part

of a culture of GMP compli-

ance. A few of them are most

important like attitude, quality,

humanity, sharing, trans-

parency, truth and empathy. 

Building a culture is a long-

term process. As part of this

process, once the right person

is selected based on values,

those values are to be nur-

tured with a conducive envi-

ronment. Culture is a reflec-

tion of social behaviour. A

challenging situation may

cause an individual to behave

differently. The same person

under observation may react

in one way to a certain situa-

tion as an individual and differ-

ently as part of a team, even if

the situation is the same. Even

work pressure or performance

pressure will make a differ-

ence in the reaction pattern. In

our industry, our managers are

technical experts most of the

time, but not always experts

in managerial skills. So devel-

opment of managerial skill

plays a very important role in

the process of building a cul-

ture. 

Once we give the authority

to execute a responsibility, that

person needs to be empowered

with the needed authority.

Every individual is a great re-

source to achieve a culture of

GMP compliance. The quality

assurance department should

evolve to handhold everyone to

reach a GMP-compliant organ-

isation. Internal inspection

team should simultaneously

try reaching to the root cause

and help the organisation as-

sess possible non-compliances

in other departments and

units and make CAPA global

as required time to time.

What are the expectations

for building a culture of com-

pliance?

◗ Communication – Open hon-

est transparent communica-

tion

◗ Feel of we, us and our. A

strong team–sense of togeth-

erness

◗ System-based approach – No

blame game

◗ Information – Sharing with

all concerned at every stage.

◗ Learning and growing –

everything should be taken as

a learning and growing oppor-

tunity.

These are very basic things,

but we need to give impor-

tance to them and take some

effort. This is not difficult at

all. We can work on individu-

als to inculcate good habits.

But a lot of dedication and ef-

forts are required for this

process. This can be done for a

few top or middle management

individuals, with personal

coaching sessions and effec-

tive follow up. Selecting the

right person for the right job

with good character and good

attitude, core values and nur-

turing these values in a con-

ducive environment will be the

‘mantra’ to build a culture of

GMP compliance in the organ-

isation.

T H E  M A I N  F O C U S(
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The most important thing is, if we want to build a
culture of GMP compliance, we need to
essentially focus on educating every person.
Education cannot be just by induction or on-job
training or the traditional process but also at every
stage of growth and every stage of failure or
mistake
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G
MP IS ALL about people

and how they should be-

have while manufacturing

medicines. Why is it all about

people? 

Because only people can 

practice. The emphasis is on the

word ‘practice’ because practice

becomes a habit, becomes an at-

titude, becomes the culture. 

cGMP (Current Good Manu-

facturing practice) compliance

is of paramount importance to

the success of the pharma in-

dustry’s success. This can be

measured in terms of observa-

tions from FDA inspections and

product recalls. The number of

recalls reported in the US by US

FDA in January-December 2016

totalled 1231, decreased to 1078

in January-December 2017 and

once again increased to 1405 in

January-December 2018. 

US FDA observations (483s)

increased from 678 in October

14-September 15, to 691 in Octo-

ber  15 to September 16 to 694 in

October 16 to September 17.

As the data clearly indicates,

there is an increasing trend of

non-compliance, and therefore

the pharma industry needs to

improve its compliance. This

can be achieved through build-

ing a culture of quality in com-

pany. A strong quality culture is

best indicated by what is done

when nobody is looking.

Management support, ro-

bust quality system and effec-

tive training are required to

have compliance to quality. 

Establishing a quality cul-

ture is a challenging undertak-

ing for any organisation. It is

even more challenging to main-

tain it over time.

In order to maintain a qual-

ity culture, organisations must

foster the following 

behaviour:

◗ Maintain an awareness of

quality as a key cultural issue

◗ Make sure that there is plenty

of evidence of the management’s

leadership

◗ Empower employees and 

encourage self-development and

self-initiative

◗ Recognise and reward the be-

haviours that tend to nurture

and maintain a quality culture 

We have seen that many or-

ganisations have benefited due

to quality culture trainings and

changing their mindset and at-

titudes drastically. The quality

culture can be built or improved

through various aspects which

are classified into non-technical

and technical.

Non-technical aspects of
culture
Non-technical aspects of 

cultures are related to human

personalities and company

management.

◗◗Attitude: This is foremost im-

portant factor for building a

quality culture. Everyone should

have a positive attitude towards

quality management. Many

companies aim to meet defined

quality parameters by regula-

tory which lead to ignorance of

some of critical aspects. Hence,

the company needs to use guide-

lines/specifications given by reg-

ulators as guiding principles

and work on further refining of

quality aspects which are prod-

uct specific. Many are under the

false impression that by meet-

ing regulatory specifications/

guidelines, product failure (due

to quality, efficacy and safety) is

the responsibility of the regula-

tor. This perception needs to be

changed.

◗◗ Resources: The management

needs to provide adequate re-

sources to perform product life-

cycle management. This in-

cludes quality manpower, mate-

rials and machines.

◗◗ Timeline: The management /

senior executive team needs to

provide adequate and achievable

timeline to perform various ac-

tivities in the product life cycle.

◗◗ Human behaviour: The com-

pany needs to build a culture of

total transparency in operation.

There should be an open culture

to express and debate various

challenges faced by cross func-

tions. In many places, the man-

agement thinks that once a com-

petent head is appointed, they

are free of looking down the line.

On the contrary, the manage-

ment shall ensure themselves

that front line persons are work-

ing efficiently and with ease.

Any issues/concerns at the front

level work will lead to serious

non-compliances.

◗◗Blame game: In many compa-

nies, it is observed that quality

compliance is the responsibility

of the quality assurance (QA)

department only. If there is any

failure, they are directly respon-

sible. This perception need to be

changed as quality compliance

is the responsibility of all per-

sons in the organisation, from

the sweeper to the top manage-

ment. 

◗◗ Budgeting: Provisions for ex-

penses are important at all

stages of product life cycle. Ef-

fective and micro-level budget-

ing can lead to minimal non-

compliances. Lack of adequate

budgeting leads to cut short at

many places which can lead to

non-compliances. Many time to-

tal failures.

◗◗ Planning: Adequate planning

is very important to support

product life cycle. Fail to plan is

planning for failure. 

Technical aspects of 
culture

There are many technical as-

pects which lead to quality man-

agement, but here we discuss a

few critical ones frequently

cited by the US FDA in their ob-

servations.

◗◗ Job responsibilities: It is a

frequent observation that the

job responsibility mentioned is

very high level / vague and there

is scope for ambiguity which

leads to failure in compliance.

Each person’s job responsibility

(from the cleaner to the man-

agement) shall be defined in

great detail. This will help re-

duce the gap between job profile

and identification of a person's

skill and qualifications.

◗◗ Job training:  It is necessary

to identify the gap between job

responsibilities and a person’s

qualification and skills. Accord-

ingly, the necessary training is

to be provided. Also, there are

frequent updates in regulatory

requirements which lead to 

on-job training of personnel by

subject experts. 

◗◗Product development: Regu-

lators have provided a well-de-

fined approach for product de-

velopment. For example,

Quality by Design, PAT. This

needs to be implemented in

How to build a quality culture to 
meet GMP compliance?
In order to maintain a quality culture, Rajashri Survase-Ojha, Founder and MD, RAAJ GPRAC
advises that organisations must maintain an awareness of quality as a key cultural issue, make
sure that there is plenty of evidence of the management’s leadership, empower employees and
encourage self-development and self-initiative and finally, recognise and reward the behaviours
that tend to nurture and maintain a quality culture
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depth and ease.

◗◗ Technical tools: There are

various technical tools sug-

gested by regulators which need

to be implemented. For exam-

ple, QTPP (Quality Target Prod-

uct Profile), Critical Quality At-

tributes (CQA), Critical Process

Parameters (CPP), Quality Risk

Management, Failure Mode Ef-

fect Analysis (FMEA), Correc-

tive Action Preventive Action

(CAPA), Change Control (CC),

Annual Product Review, eCTD

for regulatory submissions,

eDMS [Electronic Document

Management System] etc.

◗◗ Documentation: This is the

major reason for non-compli-

ances. There are either no doc-

umentations or poorly

arranged/defined documents.

The main reasons to improve 

on this – job-specific skill sets

are not available, inadequate 

on-job training, lack of resources

(manpower, machine, materi-

als). Below are key failures:

i. SOPs are not well defined

or followed

ii. Specifications and proce-

dures are inadequate in manu-

facturing and testing

iii. No validations and quali-

fications are performed or their

main objectives are not 

attained 

iv. Investigation reports are

incomplete or not adequate

v. Technical writing and re-

view skills are not taken into ac-

count

vi. Training on different tools

and practice or hands-on 

T H E  M A I N  F O C U S(

T
he pharmaceutical indus-

try in India is on a robust

growth trajectory and is

well positioned to garner a

larger global market share.

However, to meet the indus-

try’s dynamic as well as grow-

ing needs, it is imperative that

the workforce is adequately

trained. Pharma companies

need to equip their workforce

with the requisite knowledge

and skills, in an efficient and

cost-effective manner. Inte-

gral to this initiative is identi-

fying possible areas of inter-

vention and structuring,

training and upskilling pro-

grammes that can ably meet

the human capital demands of

the industry.

A core group of HR leaders

working in collaboration with

operations and quality leaders

from the industry, along with

facilitation with BCG concep-

tualised the development of

an entry level training acad-

emy. The team worked for al-

most two years to build the

curriculum, align the

LSSSDC curriculum and

setup the academy in partner-

ship with Yashaswi Group.

The overall concept has been

developed and rolled out with

a pilot centre in Goa, which

will train 300 students in this

year and following the train-

ing, they will join the respec-

tive companies.

The Entry Level Training
(ELT) Model
The first batch of the entry

level training programme was

introduced in November 2018

and has so far received

tremendous support from the

industry. The ELT pro-

gramme is basically a six-

month 'finishing school' pro-

gramme that includes three

months of classroom and

practical training and an-

other three months of on-the-

job training (OJT). The first

three months are further di-

vided into 1.5 months of in-

structor-led training and 1.5

months of simulation. It fi-

nally culminates in a final ex-

amination and selection. The

testing results and atten-

dance so far has been fairly

encouraging with 85 per cent

attendance and 95 per cent

pass test scores achieved.

At completion, successful

candidates received an

LSSSDC certification and

employment in the sponsor

company. Candidates can also

choose to opt for continuous

education post the 

six-month programme. By

training and upskilling them-

selves, such individuals are

giving a boost to their career

path and can expect an even-

tual increase in salary as well.

The industry benefits by hav-

ing a trained pool of re-

sources joining the company.

Collaborative effort
The programme is facilitated

by the IPA and its various

members who define the cur-

riculum and set up and run

training institutes at pharma

hubs while absorbing costs

and providing faculty. The

ELT programme is aimed at

training 10+2/ITI students

and BSc/B Pharma students.

The industry has been

heavily involved in this pro-

gramme and has made signif-

icant commitments. Support

garnered so far includes dona-

tions in the form of 100+ equip-

ment, 415+ hours of curriculum

as well as a commitment of Rs

2.5 crore to partner in the first

year and 250+ on job training

and jobs.

The path ahead
Any new initiative that is de-

signed to have a larger im-

pact on the industry, is ini-

tially fraught with challenges.

For the ELT programme,

challenges include initial is-

sues with respect to infra-

structure and accommoda-

tion, procuring live test

equipment, managing diver-

sity, securing engagement

and success and getting OJT

well settled. However, these

are simply initial teething 

issues which can be ad-

dressed through judicious

planning and industry collab-

oration. 

The pilot batch has been a

great experience and the aim

is to incorporate the learn-

ings from the same to refine

the programme further. Go-

ing forward, the focus will be

on stabilising the batch

strength to 90 per quarter,

making the programme avail-

able to member companies

beyond the core committee

and defining the timeline for

expansion.

Upgrading knowledge and skills in 
cost-effective manner
Rahul Guha, Partner and Director and India Lead, Healthcare Practice, BCG, gives an insight
on identifying possible areas of intervention and structuring, training and upskilling
programmes that can meet the human capital demands of the pharma industry
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D
ear friends in the phar-

maceutical space. Having

spent more than 30 years

in pharma quality, through this

publication I aim to create a

general awareness on quality

culture. I fully recognise that

the content in this article is

based on my views and there

can be an alternate or contra-

dictory view which may be

equally valid.

Often times in various

events and conferences that I

attend outside pharma quality,

it makes me ponder about the

fast pace at which several

other high risk industries (like

automobile, aerospace, bank-

ing etc) have grown leaving

pharma to be viewed as a snail

in bringing  innovation to mar-

ket. The time to market for any

pharma discovery is on an av-

erage 12.5 years with the cost

of over £1 billion. There is also

high degree of molecule attri-

tion as the journey progresses

on the drug development life

cycle.

Why does pharma take a
conservative approach?
There is a reason behind such

a conventional approach to

drug development and licens-

ing process. The most signifi-

cant reason is delayed knowl-

edge of its adverse outcome

and low possibility of its re-

traction once consumed. Un-

like faulty cars, air planes, etc.

which can be possibly recalled,

drugs once administered can-

not be retrieved back from the

patient’s body. Similarly, while

risk to human life due to faulty

cars and jet planes can be as

huge, the risk is known imme-

diately if it crashes. In the case

of medicines, the risks could be

evident after several years,

decades or generations. These

are the factors that make

pharma researchers and regu-

lators take a conservative ap-

proach.

The pharma sector has also

learnt certain lessons the  hard

way. For e.g. the Thalidomide

tragedy in 1962, developed in

1950, the drug Thalidomide

was licensed in 1956 as an over-

the-counter medicine in Ger-

many. This anticonvulsant

medicine also had a mild tran-

quiliser effect. The animal

tests did not challenge the

drug for use in pregnancy. Due

to good effect of the drug in

morning sickness, it became

popular among pregnant

women. It is only after 1962

that 10,000 children were born

worldwide with Thalidomide-

related disabilities. Though

very effective in some condi-

tions, the medicine has since

then remained a very contro-

versial drug.

The reason to build this

premise is to bring in an

awareness of what type of in-

dustry we are in. Billions of

people worldwide trust us

while taking medicines for

themselves or their beloved,

believing that everything in it

is as expected. This is why I of-

ten tell my  quality team, “If

you do not trust that a product

you release can be consumed

by your child and/or beloved,

you should not release it.”

Doing it right every time
As pharma quality profes-

sionals, we closely keep track

of all published and upcoming

regulations.  We align our sys-

tems as new regulations come

to force from time to time. I

agree this is required and

should be done, but more im-

portant is not to do it merely

because it is a regulation but

understand the reason behind

the regulation and then do it

right. If we do it right every

time, it would comply with reg-

ulation any ways.

So, as a custodian to ensure

patient safety, quality teams in

pharma firms must have a

mechanism not only to comply

but to consistently comply.

This happens when compli-

ance is a culture in the com-

pany. Quality as a culture

needs constant efforts and a

cultural shift in organisations.

It is important to have a me-

thodical mechanism to achieve

this. 

It is not possible to include

the whole mechanism within a

few paragraphs. However let

me provide few insights that

could help. 

First, assess the level of
compliance
Needless to say, quality as a

culture starts from the leader-

ship level. Once this is under-

stood clearly, it is important to

have the right quality leader-

ship – a knowledgeable and

competent quality team is a

strong pillar and a key driver

to pharma business. It is also

important to have optimal re-

sources to support quality ac-

tivities (I want to warn here

‘more is not better’. It should

be adequate). 

Before we go to culture, the

first step is a mechanism to

proactively assess the level of

compliance on the significant

quality factors. You cannot

work on a culture if your plat-

form of compliance is labile. So

have a mechanism to periodi-

cally assess these. For exam-

ple,  closure rate on aberration,

timely completion of APQR,

timely compliance on CAPAs,

effective validation of CAPA,

controlling invalidated OOS,

control over repeat deviations

and quality events including

product complaints, robust-

ness of investigation (make

sure majority of your investiga-

tions are not merely closed by

imparting training as a correc-

tive. It will not work), timely

and effective closure of lab in-

vestigations, timely and effec-

tive closure of stability sam-

ples, timely and effective

closure of all audit commit-

ment, timely revision of SOPs,

timely closure of qualification,

Quality: From compliance to culture
As custodians to ensure patient safety, quality teams in pharma firms must have a mechanism
not only to comply but to consistently comply, says Rashida Najmi, Senior Vice President, Global
Quality, Regulatory, Pharmacovigilance and Patents, Piramal Enterprises. For this to happen,
compliance to quality needs to become  part of the culture of a company 
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calibration and validation,

compliance to data integrity

etc. 

I have  observed that these

compliance factors often take

a back seat under pressure to

make sure that batches are re-

leased. Often the team from

compliance is diverted to re-

leasing the batches. Firms that

have an operation and system

quality dedicated silos some-

times are better placed in this

situation as resources are ded-

icated.

Fortification of the 
quality process
A periodic quality council to

review the above compliance

platform and its health helps in

not losing focus. Upon arriving

at the base level, it is preferred

to set a target which is higher.

When this shows a healthy

trend month on month, it is

time to look at its fortification.

This is the time to then look at

some improvement areas such

as internal audit effectiveness,

reducing number of review cy-

cles, right first time and error

reduction, reducing cost and

time of repeats, simplification

of forms (visual management),

reducing cost of reject/re-

work/reprocess, effective

training (not just logging train-

ing hours). This will also be a

good time to embark or en-

hance automated quality sys-

tem. Review mechanism to

keep an eye on these improve-

ment will be important.

Putting in place a 
governance mechanism
When both the above

processes go on autopilot

mode, a phase to lay down a

long-term strategic quality

roadmap will be a good idea.

This should take into consider-

ation both regulatory and busi-

ness requirement. At this stage

putting a governance mecha-

nism to execute, handle escala-

tion and review will be imper-

ative. The roadmap needs to be

dynamic and should be revali-

dated from time to time. 

People form an important

pillar to quality culture. It is im-

portant to create a culture of

honest reporting, transparent

dialogue and have an appetite to

face failures. You need only one

‘not good’ person to impact your

quality culture journey, so it is

important to onboard every one

and take their buy in and then

on, hire the right people when

you need to hire.

Once these cultural pulleys

move, it automatically res-

onates into a highly compliant

company. Any hindrance in

their movement is evident 

due to a healthy culture of 

empowerment on the shop

floor and quick reporting. 

I wish you the best of luck as

you embark on your quality

culture journey! 

A periodic quality council to review the above
compliance platform and its health helps in not
losing focus. Upon arriving at the base level, it is
preferred to set a target which is higher.When this
shows a healthy trend month on month, it is time
to look at its fortification
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MANAGEMENT

By Lakshmipriya Nair

A
s a kid who was a sucker

for stories, I often

pestered my grandfa-

ther for more and more of them.

On one such occasion, I recount

him saying that they are all

around us, waiting to be identi-

fied and heard. This is absolutely

true in Fermenta Biotech’s case.  

As India’s only manufacturer

and one of the top few manufac-

turers as well as suppliers of Vit-

amin D3 globally. It had a value

of $1.80 billion in 2017-18, and is 

estimated to grow at a CAGR of

11 per cent to touch $2.5 

billion by 2020. In fact,  DIL, the

parent company of Fermenta

Biotech, generated 87 per cent of

its revenue growth in the last

quarter from this Vitamin D3

APIs manufacturing subsidiary.

So, how did it all begin?  

Born of ambition
1986. Duphar-Interfran, a 

35-year old, BSE-listed pharma

company, was setting its sights

for greater success and broader

horizons with a new skipper at

its helm. 

The company, born as 

International Franchises in 1951,

had traversed a splendid 

voyage under the aegis of its

founder, Dr DVK Raju.  Strategic

collaborations with global part-

ners such as Phillips Duphar NV,

Crookes Laboratory UK and

Solway Pharma had brought the

company many triumphs and

made it a known player in the

pharma industry with iconic

brands such as Crocin and Lacto

Calamine under its belt. 

But, the new MD, Datla Vas-

ant Kumar, wanted to steer the

company through uncharted

waters and seek greater depths

in his search for newer shores

and unfound treasures. He was

keen to realign his business and

venture into newer segments to

accelerate growth. 

Thus, Fermenta Biotech, a

new subsidiary was born. It ear-

liest mandate was to build in-

house capabilities for developing

nature-based enzymes (cata-

lysts) to produce beta-lactum

antibiotics through the enzy-

matic route. In 1988, two years

after it commenced operations

with a manufacturing plant in

Kullu, the company introduced

an enhanced polymer-based

PGA enzyme catalyst, its first 

major achievement. 

However, though the new

subsidiary continued to play an

important role in realising the

ambitions of its parent firm, the

true turn of the tide came much

later.

Favoured by luck
2003. A strategic decision was

taken to license its bulk drugs

business to its subsidiary, Fer-

menta Biotech. This was two

years after Duphar-Interfran be-

came DIL, post the demerger

with Solway Pharma.

Another year later, it 

commenced manufacture of

cholecalciferol (Vitamin D3) and

phenyramidol hydrochloride

through a proprietary technol-

ogy. This proved to be the mak-

ing of Fermenta Biotech. 

Though the importance of

Vitamin D in fortifying bones

have been long known, there was

a growing understanding of its

various other applications at

around the same time that Fer-

menta Biotech began its manu-

facturing. The world woke up to

the preventive and curative pow-

ers of Vitamin D3. For instance,

medical researches found link-

ages between D3 deficiency and

chronic conditions like cardio-

vascular ailments, diabetes,

mental health and infertility.

Many medical experts today also

believe that mitigating Vitamin

D deficiency could play an im-

portant role in curbing TB.

Thus, it became a crucial ingredi-

ent in the formulation of several

important medicines and found

its way into dietary and nutri-

tional supplements for both, hu-

man and animals. 

As India grew to become the

‘Pharmacy of the World’, the de-

mand for this crucial vitamin

continued to increase and DIL’s

subsidiary was at the right time

and the right place to provide it.

Vitamin D3 turned out to be Fer-

menta Biotech’s gold mine. 

Bred with verve 
and vision 
2009. It is the year FBL started

exporting Vitamin D3 and

launched a novel penicillin G

acylase for ß- lactam antibiotic

synthesis. This firmly estab-

lished the company on a growth

track and there has been no

looking back. 

Two years later it established

a full-fledged facility in Dahej,

Gujarat for the manufacture of

its most favourite ingredient.

Slowly and gradually it went to

increase its share in the global

market through strategic invest-

ments to ramp up manufactur-

ing and meet the increasing de-

mand for Vitamin D3. 

Prashant Nagre, CEO, 

Fermenta Biotech, informs how

at around the same time, the

company made a conscious reso-

lution — to never turn away a

customer, no matter how small

or large be quantity. He points

out that this was a decision that

served them very well as it

helped  them build very vital and

long-term bonds with their con-

sumers. It also aided Fermenta

Biotech to tap the market that

their global competitors left un-

served as they were more

geared on supplying only larger 

quantities. 

Today, FBL has established

itself as a global leader and a

trusted brand  in the manufac-

ture of Vitamin D3 and 

enzyme technologies for 

beta lactams synthesis. The

company is also an expert 

in integrated biotechnology 

solutions such as enzymes for

antibiotic synthesis and other

niche APIs. It has pioneered

next generation PGA enzyme

technologies for Amoxicillin,

Ampicillin, Cephalexin and 

Cefadroxil. It has over 200 cus-

tomers across 50 countries with

a global distribution network for

a wide range of applications such

as pharma products, dietary and

nutritional supplements, food,

animal nutrition and rodenti-

cides. 

An old maxim states, ‘Good

luck is when opportunity meets

preparation’. FBL has proven it

right. 

Coming of age 
2017. DIL raised its holding in

FBL from 70.15 per cent to

91.2 per cent by buying back

21.05 per cent of the equity

capital from Evolvence India

Life Sciences Fund. The com-

pany informs that this move

will help FBL increase its fi-

nancial strength and enhance

the flexibility for the amalga-

The ingredient for success 
As India’s only manufacturer and one of the top few global manufacturers of Vitamin D3,
Fermenta Biotech has a very interesting tale to tell. Now, it is looking towards the nutraceuticals
segment to fortify its recipe for success

(L-R) Satish Varma, MD, FBL; Krishna Datla, MD, DIL & Non-Executive

Director, FBL and Anupama Datla Desai, ED, FBL



April 16-30, 2019

To subscribe: bpd.subscription@expressindia.com EXPRESS PHARMA 35

mated entity.  

FBL also received a confir-

mation of the quality of 

product through a Certificate of

Suitability (CEP) from the Euro-

pean Directorate for the Quality

of Medicines (EDQM) for the Da-

hej facility. The company also

holds several accreditations and

certifications from various 

international regulatory bodies

including US FDA, CEP-EDQM,

WHO-GMP, HACCP, FSSC

22000, BRC, Halal, AVA, Vegan

and others. 

Not just the brand, but its

leadership too has been making

news for the right reasons. In

2018, FBL’s CEO Prashant Nagre

received the Best CEO of the

Year award as part of Pride of

Maharashtra Awards 2018, un-

der the manufacturing category

(Pharmaceuticals). It was initi-

ated by the Maharashtra Indus-

trial and Economic Development

Association (MIEDA). 

It was also recognised at the

India Pharma Awards 2018 in

three categories: Excellence in

CSR for companies with

turnover less than Rs 500

crores, Pharma International

Excellence, Excellence in Export

Promotion.

Fermenta Biotech's finan-

cials also reveal that its perform-

ance in 9MFY19, surpassed previ-

ous year’s figures in terms of

revenue and profitability. Vita-

min D3 revenues also witnessed

an overall growth of 54 per cent

in 9MFY19 on a YoY basis. Its

revenue (including other in-

come) stood at Rs 313 crores for

9M FY19 as against Rs 204

crores in 9M FY18 up by 53 per

cent YoY. 

All of these signal that FBL is

truly coming into its own. 

Set to soar
Now, FBL, set up to fulfill 

the ambitions of another 

company, is an entity with huge

aspirations of its own. The most

important one is to leverage

their leadership position as a 

Vitamin D3 manufacturer and

become a key player in  the

growing segment of neutraceu-

ticals. Nagre reveals, “Strategi-

cally, Fermenta is positioning 

itself as a nutraceutical ingredi-

ents manufacturer, by entering

into the nutrition vertical

through not only value added

variants of Vitamin D3, but also

new products in the vitamin

Fermenta Biotech
is entering into the
nutrition vertical
through not only
value added 
variants of 
Vitamin D3, but
also new products
in the vitamin 
and mineral 
supplements 
segment 

Prashant Nagre
CEO, Fermenta Biotech

FBL’s plant in Kullu

FERMENTA BIOTECH : FINANCIAL PERFORMANCE 
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and mineral supplements seg-

ment.” With this goal in its

sight, FBL is making strategic

investments in capacity expan-

sion, increasing its global foot-

print, digitisation initiatives for

operational excellence, cus-

tomer proximity measures and

product quality assurance. 

In January this year, as part

of it long-term capacity expan-

sion plans, it entered into a 

99-year lease agreement to 

acquire about 40,000 sq mt of

land from the Gujarat Indus-

trial Development Corporation

(GIDC) authority, Ankleshwar,

Sayakha. The company intends

to commence manufacturing by

end of 2020. “Our new plant at

Sayakha is a step forward in

growing organically in order 

to facilitate product extensions

and new product roll outs,” 

informs Nagre.

FBL has also been investing

investing in technology to opti-

mise its process parameters,

moderate costs and enhance ef-

ficiency. To cite a few examples,

the company uses SalesForce, a

CRM module across the globe

to enhance service provided to

customers and improve sales

operations. A SAP-enabled

ERP, encompassing various

modules viz., financial account-

ing and controlling, sales and

distribution, operations, mate-

rial management and quality,

implemented in record time

with zero down-time is used 

to bring in netter operational 

efficiencies. 

The company is ramping up

its R&D activities too. It has

two R&D centres, at Thane

and Kullu. It has also entered

into international collabora-

tions with renowned institues

such National Institute of Nu-

trition (NIN), Institute of

Chemical Technology (ICT),

Central Food Technological

Research Institute (CFTRI)

and Annamalai University to

expand and fortify their prod-

uct portfolios. 

All this is geared to build and

enhance FBL's strong, value-

added portfolio of preformula-

tion ingredients, antioxidants,

natural colors, water-soluble

variants of fat-soluble vitamins,

functional ingredients for food

and beverage fortification and

smart minerals for sports 

nutrition. The company 

informs that it has plans to get

into strategic alliances with

global partners and utilise 

new-age technologies to gain a

competitive advantage in

processes such as microencap-

sulation, chelation, smart min-

erals and water soluble formats

to more value to their clients in

the nutraceutical space. 

Clearly, FBL has charted out

a new path to progress and has

embarked on it with a clear

roadmap in hand. But, will it be

able to continue its success

saga?  Will it be able to recreate

history? We will have to wait

and watch. 

lakshmipriya.nair@expressindia.com FBL’s plant in Dahej, Gujarat

Source: FBL
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THE PHARMACEUTICAL

sector in India plays a seminal

position in the domestic and 

international economy. It 

provides more than 50 per cent

of global demand for several 

vaccines, 40 percent of generic

demand in the US and 25 per-

cent of all medicines in UK.

The value of this sector was

$33 billion in 2017, and it is ex-

pected to reach $55 billion over

2015-2020. The government is

undertaking major steps to

promote the sector. The latest

is the unveiling of ‘Pharma Vi-

sion 2020’ that aims at making

India a global leader in end-to-

end drug manufacture. The ap-

provals and permissions for

new facilities has also been re-

duced to augment investments. 

India saw a monumental 

alteration in its tax regime on

July 1, 2017 when the govern-

ment implemented GST that 

effectively replaced a range of

taxes including excise duty,

service tax, sales tax etc. While

there are still mixed reactions

on whether the reform has

brought about positive changes

in the economy, the impact of

GST on the pharma sector has

been largely optimistic and 

constructive as per a statement 

GST on promotional schemes – A
quandary for pharma sector
Jigar Doshi, Executive Director | Partner – Indirect Taxes, SKP Business Consulting, explains 
how despite bringing in monumental reforms in the pharma sector, there are several unanswered
questions on GST

INSIGHT
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Sr. No. Type of Scheme Applicability of GST Document to be issued Availability of ITC to supplier Availability of ITC to recipient

1 Free samples or gifts to
unrelated parties

Not liable to GST NA Not available u/s 17(5) NA

2 Free samples or gifts to related
parties or distinct persons or
employees above Rs. 50,000

Liable to GST under Schedule 1 Tax invoice Available to supplier (subject to
fulfilment of other conditions)

Available to recipient (subject to
fulfilment of other conditions)

3 Buy one – get one free offer Will not be treated as free supply

Value of free supply construed to
be included in supply for which
consideration is received and
consequently, entire supply be
liable to GST

Rate of tax will be dependent on
whether such supply is treated
as mixed / composite supply

Tax invoice Available to supplier (subject to
fulfilment of other conditions)

Available to recipient (subject to
fulfilment of other conditions)

4 Credit note for volume discounts
and staggered discounts over a
period of time / at end of year

If pre-agreed and documented as
per Section 15(3), GST credit
note can be issued to adjust
value of supply

GST credit note u/s 34 Output GST liability can be
adjusted for such credit note

ITC of inputs/input services and
capital goods shall be allowed
(subject to fulfilment of other
conditions)

Recipient required to reverse ITC
attributable to discount

Where recipient does not reverse
ITC, supplier not allowed to
adjust output liability

5 Secondary discounts – these
discounts are not known at the
time of supply

Since such discounts do not fulfil
condition u/s 15(3), commercial
/financial credit note could be
issued

Commercial/financial credit
note to be issued under GST
where conditions u/s 15(3) are
not fulfilled

Output GST liability cannot be
adjusted for such credit note 
ITC of inputs / input services and
capital goods shall be allowed
(subject to fulfilment of other
conditions)

Available to recipient (subject to
fulfilment of other conditions)

issued by the Ministry of 

Chemicals and Fertilizers in

November 2018. 

As per the statement, the 

annual turnover of the pharma

sector (as on 31.05.2017) was 

Rs 1,14,231 crores whereas after

GST, the annual turnover (as

on 31.05.2018) touched Rs

1,31,312 crores, which is six per

cent higher than the pre-GST

regime. The exports, too, saw a

hike of 10 per cent vis-à-vis

2016-17 figure, and the same is

expected to rise to almost 12

per cent in coming months. 

The government seems 

to have taken several efforts to

ensure the easy transition of

sectors like IT and ITES, finan-

cial services, handicrafts, gems

and jewellery, e-commerce,

drugs and pharma, textiles etc

into the new tax regime. This is

clear from the several FAQs

and clarifications issued to 

address concerns raised by

stakeholders. 

However, since the implan-

tation of GST, a leading issue

that was plaguing the pharma

and FMCG industries was the

taxation on free supplies. As

per media reports, there were

indications that the tax depart-

ment was sending out notices 

to premier pharma companies

asking them not to discharge

GST on free supplies of injec-

tions, drugs, syrups, tablets to

stockists and retailers. The tax

department sought to treat

these transactions as covered

under Schedule I. However, 

after the industry raised con-

cerns, the Law Review Com-

mittee, in a report submitted to

the GST Council, suggested

that the total consideration

paid for such goods under pro-

motional schemes should be

charged to GST and ITC

should not be denied in such

cases. 

Agreeing to the Commit-

tee’s suggestions, the CBIC is-

sued a circular on March 7 that 

clarified the tax treatment of

sales promotion schemes of-

fered to increase sales and to

attract new customers. The

various clarifications can be

summarised by way of a table

mentioned below.

While it is true that the

above circular has brought

some relief to many industry

players, a closer analysis shows

that the clarifications do not

mention much about certain as-

pects, as explained in the table. 

Issue of free samples and
free supplies 
The Board has prescribed 

distinct tax treatment for the

two promotional schemes. ITC

is reversible in case of products

marked as ‘free samples’. But

the Board has mentioned that

‘free supplies’ are taxable ei-

ther as ‘mixed’ or ‘composite’

supplies with no requirement

of reversing credit of inputs, in-

put services and capital goods

used in relation thereto. 

While the above-mentioned

fact is clear in case of stand-

alone products offered as

‘physician/free samples’ and

which carry the declaration

‘Not for sale’, there are bound to

be queries with respect to the

taxability of regular products

which bear no such declaration

but carry MRP and are offered

as samples. This could lead to

chances of disputes between

the GST authorities and the

companies, because ‘free sam-

ples’ and ‘free supplies’ would

be treated as one and the same.   

In fact, the Board has possi-

bly added to the predicament

of the industry by prescribing

that taxability of ‘free supply’

would be dependent on its na-

ture. We have already seen a

host of advance rulings where

the applicants’ stand of qualify-

ing a supply as ‘composite’ has 

been turned down. Hence, 

establishing that a product X is

‘naturally bundled’ with prod-

uct Y and supplied in conjunc-

tion with each other could

prove to be an issue. 

Earlier, the CBIC had, vide

Circular dated October 26,

The Circular has been issued to various trade 
and industry representatives seeking 
clarification on tax treatment and ‘to ensure
uniformity in the implementation of the law 
across the field formations’
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2018, mentioned that in case 

of return of expired stock of

drugs/medicines by the whole-

saler/retailer to the manufac-

turer, the same could be con-

strued as fresh supply made

against a tax invoice. However,

the Circular made no mention

of a situation where free 

samples are returned because

of expiry. In such a situation,

there would be a question

about the valuation in the

hands of the wholesaler/re-

tailer, because the goods were

procured free of cost from the

manufacturer. 

If on the other hand, the

wholesaler/retailer was to

adopt a similar approach and

not charge any consideration,

would he then be liable to 

reverse ITC of inputs, input

services and capital goods used

in relation thereto? Subse-

quently, if the expired drugs/

medicines are destroyed, the

law mandates reversal of ITC;

thus, adding to the challenges

and complexities already being

faced by the manufacturer.

Credit notes for 
secondary discounts 
Section 15(3)(b) of CGST Act

allows exclusion of after-supply

discounts from the value

thereof, if –

(i) such discount is established

in terms of an agreement en-

tered into at or before the time

of such supply and specifically

liked to the invoices; and 

(ii) ITC as is attributable to 

the discount on the basis of 

document issued by the sup-

plier (credit note) has been 

reversed by the recipient. 

Section 34(1) states that a

credit note can be issued by

the supplier where –

◗◗ The taxable value or tax

charged in the tax invoice is

found to exceed the taxable

value or tax payable in respect

of such supply; or

◗◗ Where the goods supplied are

returned by the recipient; or

◗◗ Where the goods and/or serv-

ices are found to be deficient. 

It may be seen from the

above-mentioned provisions

that the tax liability can be 

adjusted by issuing GST credit

note even in case of after-sup-

ply discounts, provided they

are established by way of an

agreement and corresponding

ITC has been reversed. But it

may be relevant to note that

the law does not say much as

regards to whether such agree-

ment must quantify the post-

supply discount or even a sub-

sequent price revision.  

At this point, we may look at

the sectoral FAQs released by

the Government a few months

ago, which addressed the is-

sues of clearance of physician

samples distributed free of

cost, procedure for movement

of time expired medicines, and

abatement of discounts from

the price. 

While the FAQs and current

clarifications seem to be on the

same page with respect to the

first two issues, there seems to

be a clash with regards to the

third issue. In the FAQs, it has

been stated that “The value of

supply shall also not include

any discount which is given af-

ter the supply has been ef-

fected, if such discount is estab-

lished in terms of an agreement

entered into at or before the

time of such supply and specifi-

cally linked to relevant invoices

and ITC attributable to such

discount has been reversed by

the recipient of the supply.” 

In view thereof, the Board

seems to have gone beyond 

the statutory prescription by

treating such after-supply 

discounts as simply commer-

cial transactions and denying

the abatement thereof, even in

cases where the same are 

pre-agreed without a fixed

quantum. 

Pertinence of circular 
The Circular has been issued 

to various trade and industry

representatives seeking clarifi-

cation on tax treatment and 

“to ensure uniformity in the 

implementation of the law

across the field formations”.

For some time now, it has been

seen that through various judi-

cial precedents, that ‘clarifica-

tory circulars’ are bound to

have a retrospective effect since

they lend clarity to the concepts

for perplexed minds. Therefore,

the consequential effect of this

Circular on the notices which

have already been issued by the

GST authorities to various

pharma companies demanding

GST on ‘free supplies’ remains

to be seen. The ongoing litiga-

tion in this regard also is a wait

and watch situation. The ques-

tion arises for the companies

who may have already paid the

tax adhering to the notice/de-

mand. Would they be required

to file a refund claim for such

excess amount, or can they ad-

just the same against their out-

put liability of subsequent

months? 

Conclusion 
At the moment, it is imperative

for the government to address

a few issues for the benefit of all

the stakeholders and the sector

at large. These include: 

◗◗Tax treatment of free supplies

as against free samples

◗◗ Tax on expired free drug/

medicine samples

◗◗ Classification of free supplies

◗◗ Issuance of credit notes for

pre-agreed secondary dis-

counts

◗◗ Applicability of Circular to

past notices, litigation

◗◗ Eligibility to refund of GST 

already paid, pursuant to such

clarifications 

◗◗While the government is mak-

ing laudable efforts to address

industry concerns, the need of

the hour is a deeper review by

the Law Review Committee

into the minutiae of industry

practices.
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PACKAGING SPECIAL

Building pharma 
packaging ecosystem
Globally, drug regulators are tightening norms as well as bringing newer regulations to improve
quality and accessibility of medicines. Complying with these norms is paramount for pharma
companies. At the same time, patient adherence is also a key objective. Packaging  is the first
point of contact with patients and provides important communication to help build a credible
brand. Hence, pharma companies and solution providers are brainstorming to bring innovations
which will serve  all these needs

By USHA SHARMA

Compliance is the key for

well-being of patients un-

dergoing chronic therapeutic

treatment. One example of

such a packaging innovation is

‘Storvas 30’s Compliance Pack,’

(Storvas is prescribed for the

prevention of cardiovascular

disease), is a child-resistant,

senior-friendly medication

pack; featuring 30 days treat-

ment in a calendarised unit

dose blister format designed to

prompt and educate patients to

take medication correctly and

on time. The integrated blister

and paperboard pack provides

product differentiation and am-

ple amount of billboard space

for branding.

The main advantages of
the pack are:
◗ Features 30 days treatment in

a calendarised unit dose blister

format

◗ The simplified push-through

design focusses on providing a

consumer-friendly solution to

medication management

◗ The carded blister is com-

pact, well laid out and easy to

follow

◗ The integrated blister and pa-

perboard pack provides prod-

uct differentiation for tremen-

dous branding opportunities.

Unique features of the
pack include
◗ Patient-friendly, integrated

design

The pack combines a UIN

card, outer carton and blister

in one integrated pack. The de-

sign ensures that important in-

formation for patients stays

with the medication for the du-

ration of use and patients fol-

low doctor's instructions

throughout their medication

regimen. Hence a better com-

pliance. The pack is designed

with a calendar and an easy

push-through blister to help

patients remember which pill

to take and when.

◗ Billboard space for education

and branding

The pack’s large, fold-out

panel holds UIN card, and its

design has ample space for

branding and advertising. It

also helps build patient adher-

ence, strong brand identifica-

tion and patient loyalty.

◗ Child resistant and senior-

friendly

The pack has a unique lock-

ing mechanism, which is diffi-

cult to open without reading in-

structions, that earned it the

highest child resistance rating

from the US Consumer Prod-

uct Safety Commission: F=1.

Yet independent testing proved

that it remains easy for seniors

to open.

Way forward
It is imperative to meet regula-

tory requirements of the law of

land by maintaining various 

aspects :

◗ Shop floor feasibility 

Production point of view

◗ Compliance, target popula-

tion friendly, child resistant,

convenient etc.  

◗ Patient point of view 

◗ Appropriate Branding/ 

cost effective 

Business/ Marketing perspec-

tive.

Sr General Manager,
Packaging Development,

Sun Pharmaceuticals Industries

SSAANNTTAANNUU  CCHHOOWWDDHHUURRYY

It is imperative to meet regulatory requirements law of the land
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Pharmaceutical industry is

the second most regulated

industry in the world and phar-

maceutical products require

standard packaging which is

superior to that of most other

products in order to supply and

comply with their main re-

quirements. The technological

advancement in the field of

drug discovery, awareness and

affordability for better health

consciousness across globe is

influencing the regulatory au-

thorities of countries bringing

more and more regulatory re-

quirements for the patients’

safety and efficacy. 

Pharma packaging should

be patient convenient for clear

communication of important

information, ease of usage and

disposal. There are two major

regulations that impact the en-

tire pharma industry globally .

These are compliance to Drug

Supply Chain Security Act

(DSCSA) for products that are

sold in the US and Falsified

Medicines Directive (EU FMD)

for products that are sold in

countries of European Union.

Compliance to these require-

ments need additional equip-

ment on packing lines, a part-

ner of reliable and robust cloud

partner, changes in printed

packaging materials. 

An ecosystem comprising

the pharma industry, experts

from equipment manufactur-

ers, serialisation, information

technology  etc 

aggregates around 70 per cent

of the information flow, huge

data management which

would have helped the entire

pharma industry in saving in-

vestments, project costs, time

and considerable man-hours of

expertise. To get best results,

pharma companies can engage

end-users for value addition. 

Future trends of pharma in-

dustry shall be more filing of

parenteral products, inhalation

formulations, and semi-solids

which are more complex than

solid oral dosage forms

(tablets, capsules, powders for

oral suspensions and liquid

orals).  As the patents of solid

oral dosage forms are shrink-

ing considerably the focus is on

new drug delivery systems.

These formulations require ro-

bust packaging plus devices of

administration. The regulatory

requirements of medical de-

vices are going to be very strin-

gent. The trend can be filing

New Drug Applications from

India with the successful

growth of revenues.  

Building an ecosystem for

innovation to face the present

and future challenges would

immensely benefit the entire

industry by creating a win-win

environment. The industry

stalwarts have to come to-

gether in building this ecosys-

tem which would not impact

any proprietary rights. Indus-

try should partner with aca-

demic and research institu-

tions, experts from packaging

industry and medical device

manufacturers. A common

stage with clean data base

should be built for conducive

and transparent interaction

with information exchange.

There should be clear guide-

lines of a working system.

Innovation strategy should

be the core of the ecosystem

with detailed goals to achieve,

roles and responsibilities of

each function. Growth plat-

forms should be built which in-

put demands. Ideas should be

developed based on demands

and objectives. Infrastructure

should be provided to bring the

innovation to realisation. A cul-

ture of innovation has to incul-

cated and sustained for the

ecosystem to thrive and fruits

should be shared equally.

General Manager,
Aurobindo Pharma

CCHHAANNDDII  PPRRAASSAADD  RRAAVVIIPPAATTII

Focus towards pharma
packaging Innovations
Innovation in pharma packaging

has an important role to play in

helping to offset the rising pres-

sures on regulations and deliver-

ing safer, more effective and af-

fordable drugs in lesser time

Today, pharma packaging in-

dustry focusses on these four

major key areas  

◗ Safe and affordable

◗ Patient adherence

◗ Fighting against 

counterfeit

◗ Sustainability

Safe and affordable drugs
One of the most important func-

tions of packaging is to shield

products from the damaging ef-

fects of the external environ-

ment. Many formulations be-

come unstable when exposed to

air, moisture, or light, and there-

fore protection from these fac-

tors is necessary to ensure med-

icines remain effective and safe

and that too available at afford-

able prices

Pharma industry is shifting

their paradigm by innovating

user friendly dosage forms like

instant drinks, ODGs, lozenges,

effervescent and chewable

tablets and skin patches

wherein packaging goes hand in

hand with product development

this may definitely encourage

patient for adherence due to

ease in dosing.

Patient adherence
The world is in the midst of a

medicine non-adherence crisis,

with up to 50 per cent of people

prescribed medicines are failing

to follow compliance advice in

some way. Aside from the obvi-

ous detrimental health effects of

not taking medicine properly, it’s

also costing the global economy

around $637 billion a year .There

are many reasons why patients

don’t follow compliance advice,

including mis-understanding,

forgetfulness and not being able

to afford prescriptions.

Hence pharma packaging

professionals are striving hard

to develop smart and simple

packaging which will enable pa-

tients to take the right dose at

the right time and also empower

health professionals to track at-

home usage.

Fighting against 
counterfeit
Another issue like Counterfeit-

ing medicine has become the

world’s largest fraud market,

contributing around $163 billion

to $217 billion per year world

wide.

Counterfeiting medication is

very profitable for criminals.

They take advantage of the good

reputation of products and

brands that the original manu-

facturer established through its

consistently high-quality prod-

ucts. Fraudsters are only inter-

ested in producing what looks

like an exact copy, and do not

care about the quality and effec-

tiveness of the contents.

Smart packaging solutions

have emerged offering some-

thing of a firewall through intelli-

gent supply chain e-visibility like

Block chain technology which

generally succeed in making it

harder for criminals to produce

falsifed products . Few other ad-

vance developments like embed-

ment of micro particles with dig-

ital information which effectively

prevents the cloning, duplication

and replication of data.

Sustainability
Increasingly awareness among

the consumers, the demand is to

impact the environment as little

as possible.

The future of pharma pack-

aging will see a shift towards

more sustainable materials,

moving away from plastic (cur-

rently industry has been so

heavily reliant on) and to design

and manufacture new

biodegradable plastics.

Development of new tech-

niques like 3D visualisation or

3D printing to be used widely

which will  use only the exact

materials, reducing waste re-

quired for prototyping.

The pharma market will con-

tinue to be a challenging and

competitive one. The need to

combat big issues such as coun-

terfeiting, adherence , sustain-

ability will continue to be a

pressing industry requirement

and packaging professional will

have  crucial role to make this

happen.

AGM- Packaging Development,
Alembic Pharma 

AANNAAHHIITTAA  KKAARRAANNDDEE

Block chain succeeds to restrict production of falsifed products

Ideas should be developed based on demands and objectives
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PACKAGING SPECIAL

Pharmaceutical industry’s

approach today is more

user centric and has person-

alised focus evolving from tra-

ditional methods. Sensitive

and potent drugs are on the

rise! The designing of packag-

ing and its labelling is being

decided right at the product

development stage keeping in

view convenience, safety, pa-

tient adherence and so on.

Packaging can actually play a

key role in protecting the

gamut of pharma supply

chain. Swift and effective

communication among all the

stakeholders viz., industry,

users, and regulatory/control-

ling/clearing authorities is

possible by adopting best

packaging practices. Trans-

lating an user-friendly design

(which has become a primary

requirement now) into adher-

ing to all technical specifica-

tions, following compliance re-

quirements and addressing

multiple user groups in the

broadest sense, is always a

challenge. Especially when

you need to consider people of

different cultures, habits, age,

language, abilities and so  on

and so forth. 

Case study
One such case study is

Locked4Kids CR cartons, they

are very unique (See pic). It al-

lows adults to open the car-

tons easily and prevents

young children from doing it

so easily. And they are 100 per

cent senior friendly, which is a

rare phenomenon in other CR

initiatives. Locked4Kids con-

sists of a carton and a plastic

tray that holds the product,

e.g. medicines in blister strips.

To access the product, the

tray should be pulled out like

a drawer. 

To secure child safety, this

only works if two hooks on the

top of the carton are pressed

simultaneously. Looking

closely at the Locked4Kids

carton, you will find two push

points with hooks sticking

out. These push points are lo-

cated diagonally across each

side of the carton. And that’s

why children have difficulties

opening the cartons. They

simply don’t understand how

it works. And if they do, they

are not able to handle it physi-

cally because their hands are

too small.

Packaging plays a key role to protect the pharma supply chain

CEO & MD, Ecobliss India and
Global Ambassador,

World Packaging Organisation

AAVVPPSS  CCHHAAKKRRAAVVAARRTTHHII

Since packaging is the in-

terface between the man-

ufacturer and the end users,

continual innovations are the

source of improving connec-

tivity with the end users to de-

sign the system more patient

centric and focus on environ-

ment keeping in mind the reg-

ulations and manufacturing

point of view with respect to

infrastructure, cost etc.

There are five major chal-

lenges while designing

pharma packaging they 

are : 

i.) Comply with the country

specific regulations 

ii.) Focus on end users  

iii.) Sustainability  

iv.) Save the brand from

counterfeit products

v.) Cost

Thinking of innovation, our

creativity always focusses to-

wards the end users taking

into consideration- sustain-

ability, regulations and manu-

facturing ease. For example,

as per the survey conducted

in UK, more than 16 per cent

of the world population will be

more than 60 years of age by

2030. One segment for innova-

tion require to focus on eld-

erly people and their require-

ment (readability of the infor-

mation on the label, reminder

for drug dose, avoiding over

dosage etc.). 

The pack should be de-

signed in a way that will not be a

threat to the environment i.e.

generation of minimal packag-

ing waste and can be easily re-

cycled and reused or can be

used to generate energy.

An innovation ecosystem

(See image) is a system/circle

with challenges with respect

to requirement, cost and sus-

tainability.

Assistant General Manager,
Fresenius Kabi Oncology

SSHHIIVVAAJJII  CCHHAAKKRRAABBOORRTTYY

Continuous innovations are the source of improving connectivity

The Innovation Circle
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At West, innovation is

rooted in the company’s

95-year history of providing

drug containment and deliv-

ery solutions to the world’s

top pharma and biotechnol-

ogy companies. West contin-

uously invest in R&D capabil-

ities and comprehensive

global research and develop-

ment network, including the

West Innovation Center in

Washington, N.J. and several

global R&D Centers of Excel-

lence for innovation.

In the injectable drug de-

livery industry, increasing ex-

pectations for improved pa-

tient experiences with

administration and at-home

delivery of therapeutic regi-

mens require packaging in-

novation. Products that com-

bine the drug, its primary

packaging and delivery sys-

tem – commonly called com-

bination products – are on

the rise. Innovations such as

the inclusion and expansion

of digital elements in a deliv-

ery system can help deliver

medical, sensor and diagnos-

tic information in real-time

data streams. Such data can

help caregivers provide bet-

ter overall care, while other

digital elements may encour-

age adherence to therapeutic

regimens. Given these

trends, West has adopted in-

novation techniques, such as

additive manufacturing

(AM), to aid in expansive idea

generation and development

agility, which can lead to im-

proved quality and new op-

portunities to disrupt the

drug delivery space.

Also known as 3D print-

ing, AM is the process by

which material is joined or

solidified layer-by-layer un-

der computer control into a

three-dimensional object.

Most commonly known for

its use in prototyping, it also

has manufacturing applica-

tions. Beyond the functional

and tactical benefits, AM can

have positive cultural impact

by expanding how people ap-

proach problems from de-

sign through manufacturing.

Wide access to and aware-

ness of AM has the potential

to tap into latent creativity

within an organisation by en-

abling the design-thinking

mindsets of ‘bias toward ac-

tion’ and ‘embracing experi-

mentation’ that are critical

to an innovation culture.

Wide access and increasing

awareness of 3DP/AM tech-

nologies beyond pockets of

“expertise” can grow innova-

tion culture by expanding

many people’s understanding

of what is possible. 

They can pursue ideas

quickly and cheaply and the

lowered risk in time and cost

encourages more open

ideation and exploration of

new possibilities. 

Another of West’s recent

developments is the 

Integrated Solutions Pro-

gramme. This programme

brings together our primary

packaging, device, analytical,

regulatory and contract man-

ufacturing expertise in a sin-

gle-source package that is de-

signed for any stage of the

drug development lifecycle

and across all injectable 

formats. 

Managing Director,
West Pharmaceutical Packaging 

AALLAAGGUU  SSUUBBRRAAMMAANNIIAAMM  AARR

Vice President,
Innovation West Pharmaceutical

Packaging

CCHHRRIISS  EEVVAANNSS

West’s recent development is Integrated Solutions Programme

Regulatory challenges in

global pharmaceutical

market lead to new drugs, and

generics development to a

large extent. There are too

many similarities around the

world concerning drug safety

and availability. Differences

and similarities in regulatory

system and drug markets con-

tinue to significantly impact

the firm’s strategy and the rel-

ative performance of pharma

or biotechnology companies

of different countries.

A report calculated that

one third of new drugs were

invented by Germany in the

1960s and 1970s. This figure

dropped to 13 per cent in the

1990s and continued to de-

cline with time. The US and

Europe drug development

rate  has grown because of ex-

cellent innovation and regula-

tions. 

The new drug develop-

ment as well as the generic

drug availability is well bal-

anced by the current regula-

tions. The fundamental objec-

tive of the regulatory

harmonisation is to improve

the efficiency of national eco-

nomics and their ability to

adopt to change and remain

competitive. The complicated

regulatory landscape can be a

barrier to success for foreign

companies that do not have

the experience or resources

that are essential to overcome

the obstacles in countries

such as China, Japan, Korea,

and Taiwan. Regulatory

processes are also undergoing

international harmonisation.

As international market be-

comes more important,

pharma companies will re-

quire greater cooperation

among national regulators to

get life saving drugs which

will help them to market

faster. 

The Asia-Pacific region is

one of the most vibrant and

rapidly growing areas in the

world. China is expected to

become the fifth largest global

pharma marketplace within

the next few years. The envi-

ronment surrounding the reg-

ulation of pharma products

has shown steady improve-

ment since the beginning of

the new century, with signifi-

cant changes over the last five

years. These changes have

brought greater transparency

and professionalism to the

regulatory arena, and in-

creased the opportunities for

the pharma industry to con-

duct clinical trials and intro-

duce novel therapies.

However, major regulatory

challenges remain for pharma

companies looking to expand

their clinical trial pro-

grammes into this region.

Equally important, the chal-

lenges are different for each

country. The Asia-Pacific re-

gion cannot be treated as a

single market, but must be ap-

proached with an abundance

of local knowledge. Success is

contingent upon understand-

ing the regulatory – as well as

medical and social – nuances

that characterise each coun-

try. With the right combina-

tion of local knowledge, perse-

verance, and flexibility,

sponsors can overcome most

of the challenges and take ad-

vantage of the opportunities

to expand their clinical devel-

opment programmes in this

dynamic part of the world and

reduce regulatory compliance

costs.

u.sharma@expressindia.com

Director,
Dr Reddy's Laboratories 

BBAARRUUNN  DDEEYY

Pharma cos require cooperation among national regulators
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VENDOR NEWS

W
erum IT Solutions, a

leading supplier of

manufacturing exe-

cution systems (MES) and

manufacturing IT solutions for

the pharmaceutical and bio-

pharmaceutical industries, has

announced new partnership

with Emad Trade House. Emad

Trade House is a leading trad-

ing company with over 40 years

of experience in providing cost-

effective solutions such as raw

and packaging materials as well

as process equipment to the

pharma, cosmetics, food and

beverage industry in Pakistan

and the Middle East region.

Werum’s PAS-X MES en-

ables pharmaceutical and

biotech facilities to run manu-

facturing processes completely

paperless at the highest level

and to be compliant with inter-

national GMP guidelines and

FDA regulations. The require-

ments of the pharma industry

are directly addressed by

Werum’s out-of-the-box PAS-X

solution without any need for

expensive and time-consuming

customisation. Based on stan-

dard functionality and best

practice content, pharma and

biotech manufacturers will be

able to have the number one

global pharma MES up and

running in a very short time.

“We’re pleased that Emad

Trade House will join us as a

sales partner to expand our

presence in the Middle East re-

gion and to be able to support

our first activities in Pakistan to

grow the PAS-X user base. We

look forward to working closely

with their team and to learn

from their excellent under-

standing of the market,” says

David Margetts, MD, Werum IT

Solutions, Thailand. “Together

with Emad Trade House we will

be able to increase the availabil-

ity and access to cutting-edge

manufacturing IT that will dra-

matically improve the quality

and efficiency of producing im-

portant medicines in Pakistan

and the Middle East.”

Emad Shabbir, Director,

Emad Trade House, adds, “We

are looking forward to this col-

laboration with Werum IT So-

lutions having no doubt that

this partnership will yield great

success. With Werum's techni-

cal expertise and our strong

outreach in the market, surely

we will achieve new milestones

together.”

EP News Bureau

Werum IT Solutions, Emad Trade House in partnership 
Expands market reach into Pakistan and the Middle East

TÜV SÜD, the German testing,

inspection, training and certifi-

cation giant, recently inaugu-

rated non-destructive and de-

structive testing laboratory in

Noida has received accredita-

tion by The National Accredita-

tion Board for Testing and Cali-

bration Laboratories (NABL)

for its Non-Destructive Testing

(NDT) and Destructive (DT)

services. As a NDT and DT labo-

ratory accredited by NABL for

ISO 17025:2017, it can undertake

testing services with high techni-

cal competency, thereby max-

imising validation of assessment

results. It will play a key role in

supporting businesses to com-

ply to prescribed standards and

specifications while maintaining

superior quality management

system. 

With this NABL accredita-

tion for our NDT and DT labo-

ratory, businesses can avail test-

ing prescribed as per industry

standards that are designed to

effectively determine compli-

ance and reliability of the prod-

uct. The tests carried at the lab

will contribute towards enhanc-

ing efficiency and lowering

down time while improving and

maintaining consistency of

product quality and boosting

consumer confidence.

Some of the testing services

offered by TÜV SÜD under DT

include invasive mechanical,

metallurgical, corrosion resist-

ance and chemical tests that

give deep insight and help deter-

mine the product integrity.

While under NDT, services such

as eddy current testing, advance

ultrasound testing (PAUT/

TOFD, LRUT), Magnetic flux

leakage testing (MFL), Pulsed

Eddy current testing (PECT),

heat exchanger tube testing

(ECT, RFT, IRIS) and corrosion

mapping for common assets

such as piping/pipelines, petro-

leum/chemical/edible oil storage

tanks, vessels, column               s,

pressure vessels, boilers, etc.

are included. During inspection,

the experts can also conduct a

gap assessment and identify an

organisation’s NDT training and

certifications needs. TÜV SÜD

can offer trainings such as Level

I & II training for conventional

NDT technique UT, MT, PT, VT

and ET & familiarisation train-

ing for various Advance NDT

techniques as PA/TOFD, LRUT,

MFL, PECT, RMS and Tube in-

spection, etc.

EP News Bureau

TÜV SÜD’s non-destructive and destructive testing
laboratory in Noida receives NABL accreditation
The laboratory will play a key role in supporting businesses to comply to prescribed standards
and specifications while maintaining superior quality management system

(L-R) Bratin Roy, Niranjan Nadkarni, Reiner Block, Ramanjee Jha and

Nelson D’Mello against the UTM of 120 tonne capacity, while taking a lab

tour during the NDT and DT lab launch in Noida



Bombay Exhibition Centre (Hall 1), Goregaon (E), Mumbai 
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GANDHI AUTOMATIONS

offers a wide range of rapid roll

high speed doors suitable for

use in food processing, health-

care, leisure, pharmaceutical

and research environments.

High standards of cleanli-

ness are required in food manu-

facturing. High speed doors are

suitable for all applications

where food safety and cleanli-

ness are crucial.

High-performance clean-

room doors with easily disin-

fected surfaces meet the most

stringent hygienic require-

ments. Fast opening and clos-

ing and tight sealing minimise

the spread of airborne particles

and the risk of contamination.

The main entrance, infec-

tion clinic, surgery area, X-ray

rooms, operating theatres,

kitchen areas and emergency

rooms all have entrances, but

their demands differ. This is

why every hospital and service

residence require tailored solu-

tions for each location. Gandhi

Automations Prime Clean Re-

set provide added convenience,

security and safety for staff, for

people with mobility or sensory

impairment, and most impor-

tantly – when saving seconds

will save lives.

In a time of increased

awareness of infectious disease

and hazardous biological mate-

rials, the products help to

maintain and increase the

safety when isolating sensitive

areas like surgeries, infection

wards and the like. Quality auto-

mated entrance solutions can

help reduce costs, save energy

and prevent damage to doors

and other equipment, while

also improving internal logis-

tics and generally making life

easier for all users.

Strict legislation is enforced

on medical facilities and hospi-

tals with regards to frequent

usage of doors. Rapid roll high

speed doors assist in stopping

the spreading of infections in

hospitals, operating theatres,

intensive care units, patient

wards and X-ray rooms.

Doors within leisure cen-

tres, swimming pools and

sports facilities need to cope

with frequent usage while be-

ing hygienic at the same time.

High speed doors are ideal for

such use in leisure facilities as

they are able to cope with high

levels of traffic, while at the

same time being hygienic,

smooth and non-absorbent.

They are resistant to heavy

cleaning agents and are rust re-

sistant in such high moisture

environments.

Within pharmaceutical ap-

plications, research laborato-

ries and cleanrooms, a high

level of clean-ability and hy-

giene is required. High speed

doors do not harbor bacteria,

due to the smooth, seamless

surfaces and non-porous qual-

ities. They play a role in main-

taining correct room pressures

and air circulation rates.

A high degree of protection

against intruding dust and

other particles, very good val-

ues in air permeability, a mate-

rial quality which guarantees

minimum contamination, and a

good visual and sound protec-

tion are key aspects for the

chemical and the pharma in-

dustry. The special multiple

seals and the high quality of

materials in use (e.g. silicone-

free) ensure that the industrial

doors provide a protection

equivalent to clean room appli-

cations.

Due to its design and its

high air tightness, the Prime

Clean Reset is the standard

door for compatible clean

rooms. Like all high-speed

doors by Gandhi Automations,

the Prime Clean Reset clean

room doors are enormously

heavy-duty and require low

maintenance thanks to their

excellent quality. The powerful

high-speed doors have a

smooth surface structure and

no protruding edges.

High-performance clean-

room doors by Gandhi Automa-

tions with easily disinfected

surfaces meet the most strin-

gent hygienic requirements.

Fast opening and closing and

tight sealing minimise the

spread of airborne particles

and the risk of contamination.

Contact details

Gandhi Automations

Chawda Commercial Centre,

Link Road, Malad (West),

Mumbai - 400064, 

Tel: +91-22-66720200 /

66720300 (200 lines)

+91-22-66720201

For enquiries via e-mail

sales@geapl.co.in

Customer Support

customercare@geapl.co.in

Special doors for clean rooms
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ROMACO CHINA will open a

processing laboratory for solid

pharmaceuticals on the Truk-

ing campus in Changsha right

on time for the upcoming

CIPM. Romaco will take advan-

tage of the exhibition to show a

selection of its packaging,

tableting and processing tech-

nologies.

Romaco China will open an

840 square metre processing

laboratory for solid pharmaceu-

ticals on the Truking campus in

Changsha to coincide with the

start of the trade fair. The new

'Romaco China Solids Process

Center' will be fitted out with

latest-generation laboratory

equipment as well as three Kil-

ian tablet presses and three In-

nojet processing machines. Ro-

maco’s new laboratory is mainly

intended to appeal to pharma-

ceutical, food and chemical pro-

ducers in Asia, especially China.

Interested organisations can

test their products on the Ro-

maco systems, for example, and

check their machine settings.

The ‘Solids Process Center’

also provides opportunities to

develop new products or opti-

mise existing formulations. Ro-

maco sees itself as a competent

partner that supports users of

its technologies throughout

their machine’s lifespan. At

CIPM 2019, the manufacture

will be demonstrating high-

lights of the Innojet, Kilian and

Noack product brands.

Romaco Noack NBP 950
blister packaging machine
Romaco’s Noack NBP 950 is an

extremely compact blister ma-

chine for pharmaceutical appli-

cations that saves a lot of space

in cleanroom areas. The blister

packaging machine’s individual

stations, such as forming, feed-

ing, sealing, coding, perforating

and punching, are installed on a

very small footprint for this rea-

son. The result is a blister tech-

nology that is up among the

leaders in the mid-performance

class in terms of both space use

and output, with a remarkable

500 blisters per minute. The in-

tuitive HMI panel, with its short

learning curve, is a further ad-

vantage of the user-friendly

blister machine. Equipped with

Romaco Noack’s patented

QuickFeed feeding system, the

NBP 950 speeds up product

changes because the complete

module can be replaced in a few

simple steps. The optimal ac-

cess to all components more-

over simplifies cleaning of the

blister line. Reproducible for-

mat parameters and QuickAd-

just, the automatic station con-

trol system, simultaneously

reduce the run-in times to al-

most zero. Separate servo

drives ensure safe operation at

the individual stations. In short,

the NBP 950 blister packaging

machine from Romaco Noack

offers excellent opportunities

for improving overall equip-

ment effectiveness (OEE).

Romaco Kilian K 720 
double-sided rotary press
The tablet presses in the Ro-

maco Kilian K series impress

with their excellent value for

money. The K 720 double-sided

rotary press was configured by

Romaco Kilian for the produc-

tion of mono and bi-layer

tablets and can be switched

flexibly between the two oper-

ating modes. This high speed

press has a maximum output of

1,000,000 tablets per hour. The

technology is used both in the

pharmaceutical industry and in

the non-pharma sector, and is

particularly suited for com-

pressing effervescent tablets,

nutraceuticals and drugstore

items. The systematic reduc-

tion of product loss was a top

priority when Romaco Kilian

developed the K series.

Amongst other features, this is

achieved by means of product

scrapers, which are in constant

contact with the die table sur-

face due to magnetic force. Tar-

geted measures to improve the

Kilian K 720’s productivity,

availability and quality have si-

multaneously increased its

overall equipment effectiveness

(OEE). The hermetic separa-

tion of the tablet press process

area from the changeover and

service areas moreover re-

stricts cleaning to a minimum

and extends the production

time of the Romaco Kilian K

720 rotary press.

Romaco Innojet VENTILUS
V 5 processing machine
The laboratory-scale version of

the Romaco Innojet VEN-

TILUS V 5 is used for granulat-

ing, drying and coating particle

sizes from 10 µm to 2 mm. Due

to its special design and en-

hanced processing efficiency,

the VENTILUS V 5 allows up to

25 per cent shorter batch times.

The homogeneous flow condi-

tions inside the cylindrical

product container enable ex-

tremely gentle intermixing of

the batch. The process air is

controlled by the ORBITER

booster, an ingenious container

bottom consisting of overlap-

ping circular plates. Together

with the ROTOJET, the central

bottom spray nozzle, the OR-

BITER booster forms an inno-

vative functional unit that

meets all the requirements for

linear scale-ups. The air flow

bed technology ensures accu-

rate control of the product

movement and equally precise

application of the spray liquids.

The resulting formulations can

achieve the required release

profile with between 10 and 15

per cent less spray liquid.

The products will be dis-

played at CIPM – China Inter-

national Pharmaceutical Ma-

chinery – in Changsha (China)

from April 17 to 19, 2019 (Chang-

sha International Convention

and Exhibition Center, Interna-

tional Hall, Booth W1-32).

Contact

Romaco Group

Am Heegwald 11

76227 Karlsruhe

Germany

T: +49 (0)721 4804 0

F: +49 (0)721 4804 225

E: susanne.silva@romaco.com

New laboratory opens simultaneously with CIPM in Changsha

Romaco Noack NBP 950 blister packaging machine

Romaco Kilian K 720 double-sided rotary press

Romaco Innojet VENTILUS V 5 processing machine
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CDSCO IS responsible for 

ensuring uniformity in stan-

dards of quality, efficacy and

safety of pharmaceutical prod-

ucts manufactured and mar-

keted in India. Manufacturer

and/or marketeer have to 

provide reasonable assurance

that various products contain-

ing same active ingredients,

marketed by different 

licensees, are clinically equiva-

lent and interchangeable.

Accordingly, the bioavail-

ability of an active substance

from a pharma product should

be known and reproducible. In

most cases, it is cumbersome

and unnecessary to assess this

by clinical studies. Bioavailabil-

ity and bioequivalence data is

therefore required to be fur-

nished with applications for

new drugs, as required under

Schedule Y, depending on the

type of application being sub-

mitted.

Both bioavailability and

bioequivalence focus on the re-

lease of a drug substance from

its dosage form and subsequent

absorption into the systemic

circulation. Bioavailability can

be generally documented by a

systemic exposure profile ob-

tained by measuring drug

and/or metabolite concentra-

tion in the systemic circulation

over time. The systemic expo-

sure profile determined during

clinical trials in the early drug

development can serve as a

benchmark for subsequent BE

studies.

Bioequivalence studies are

conducted for the comparison

of two medicinal products con-

taining the same active sub-

stance. The studies should pro-

vide an objective means of

critically assessing the possibil-

ity of alternative use of them.

Two products marketed by

different licensees, containing

same active ingredient(s), must

be shown to be therapeutically

equivalent to one another in or-

der to be considered inter-

changeable. Several test meth-

ods are available to assess

equivalence, including:

1. Comparative bioavailabil-

ity (bioequivalence) studies, in

which the active drug sub-

stance or one or more metabo-

lites is measured in an accessi-

ble biological fluid such as

plasma, blood or urine

2. Comparative pharmaco-

dynamic studies in humans

3. Comparative clinical tri-

als

4. In-vitro dissolution tests

When are in vivo bioequiv-
alence studies necessary?
For certain drugs and dosage

forms, in vivo documentation of

equivalence, through either a

bioequivalence study, a com-

parative clinical pharmacody-

namic study, or a comparative

clinical trial, is regarded as es-

pecially important. These in-

clude: 

A. Oral immediate release

drug formulations with sys-

temic action when one or more

of the following criteria apply:

i. Indicated for serious con-

ditions requiring assured ther-

apeutic response;

ii. Narrow therapeutic win-

dow/safety margin;

iii. Steep dose-response

curve;

iv. Pharmacokinetics com-

plicated by variable or incom-

plete absorption or absorption

window;

v. Non-linear pharmacoki-

netics elimination/high first-

pass metabolism >70 per cent;

vi. Unfavourable physico-

chemical properties, e.g., low

solubility, instability, meta-sta-

ble modifications, poor perme-

ability, etc.;

vii. Documented evidence

for bioavailability problems re-

lated to the drug or drugs of

similar chemical structure or

formulations;

viii. Where a high ratio of

excipients to active ingredients

exists.

B. Non-oral and non-par-

enteral drug formulations de-

signed to act by systemicab-

sorption (such as transdermal

patches, suppositories, etc.).

C. Sustained or otherwise

modified release drug formula-

tions designed to act by sys-

temic absorption.

D. Fixed-dose combination

products with systemic action.

E. Non-solution pharmaceu-

tical products which are for

non-systemic use (oral, nasal,

ocular, dermal, rectal, vaginal,

etc. application) and are in-

tended to act without systemic

absorption. In these cases, the

bio-equivalence concept is not

suitable and comparative clini-

cal or pharmacodynamic stud-

ies are required to prove equiv-

alence. There is a need for drug

concentration.

Considerable time and fi-

nancial resources are spent on

BA/BE studies intended to

prove the objective of similar-

ity. Before carrying out a full

scale bio-equivalence trial, it is

desirable to conduct a pilot

trial to decide if a generic drug

product shows promise of bioe-

quivalence. The purpose of a pi-

lot trial is to screen test formu-

lations, and hence small sample

sizes can be used. Based on the

outcome of the pilot trial, one

can decide whether or not a full

scale pivotal trial should be

carried out to assess bio-equiv-

alence.

Unlike pivotal trials, pilot

studies are not usually analyti-

cal trials designed to test a hy-

pothesis (e.g., that the product

performance exceeds that of a

competitor). Instead, they usu-

ally focus on gathering data for

use in optimising the design of

formulation. Apart from this,

multiple objectives can, and

should, be combined in a single

trial. This can save time,

money, and resources.

Once the formulation devel-

opment process for Pilot BE is

over, the next logical step is to

assess its feasibility to meet the

target. It is often preferred to

check the in vitro performance

of such formulation before sub-

mitting the samples for in vivo

studies for the obvious eco-

Biorelevant media to increase pilot bio success
Dr Abhijit Gothoskar,Technical head, Biowise Science and Sajid Pathan,Assistant Manager-
Product, Electrolab, provide a summary on BA/BE studies emphasising on different study types
and dosage forms that require such studies. In addition, the use of biorelevant media during
dissolution testing to increase success rate of pilot bio studies have been discussed

Dr Abhijit Gothoskar

Technical head, Biowise Science

Sajid Pathan

Assistant Manager-Product,

Electrolab

The powder in this

container will make 3.5 L

The powder in this

container will make 7 L
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nomic reasons. Dissolution test

is helpful in such situation. It is

a common practice to run dis-

solution tests in different me-

dia such as

1. 0.1 N hydrochloric acid or

artificial gastric juice (without

enzymes)

2. pH 4.5 buffer

3. pH 6.8 buffer or artificial

intestinal juice (without en-

zymes)

However, these dissolution

test conditions often deviate

considerably from the gastro-

intestinal physiology and hence

the results often do not trans-

late directly into the in vivo per-

formance of the dosage form.

To bridge the gap between

the pharmacopoeial media and

human GI tract, simulated me-

dia were developed such as

Simulated Gastric Fluid (SGF)

and Simulated Intestinal Fluid

(SIF). However, these are still

far from real conditions and

pose problems such as low sur-

face tension, high pepsin con-

tent, high surfactant concen-

tration (in case of SGF); high

bile salt concentration (in case

of SIF).

To overcome these issues,

the concept of Biorelevant Dis-

solution Media was developed.

These media are developed

taking into consideration the

physiological aspects of human

GI tract. Bio-relevant media

are broadly classified into

Fasted state simulated intes-

tinal fluid (FaSSIF) and Fed

state simulated intestinal fluid

(FeSSIF). These media closely

mimic the composition of up-

per GI tract where majority

drugs are absorbed.

The conventional methods 

of preparing these media are

not user friendly as there 

still remain the following

concerns:

◗ They have multi-ingredients,

which are hygroscopic in na-

ture

◗ Are solvent based and 

subsequent solvent removal is

crucial

◗ May give rise to variability in

results owing to variability in

preparation process

◗ Are difficult to manufacture

in large scale

◗ Are difficult to replicate

◗ Are time consuming to pre-

pare

Biowise Science has devel-

oped BioWise, a ready to use

blend of biorelevant media

powder concentrate. The pow-

der concentrate has been

manufactured with high qual-

ity raw materials in a cGMP

facility. The preparation is

simple, quick and user

friendly. The pack size of one

bottle is good for one dissolu-

tion test, which completely

avoids problems surrounding

the storage of leftover powder

concentrate. 

BioWise is available for pur-

chase through Electrolab. 

References
1. FDA guidelines on BABE 

studies

2. Dressman J B et al, Evaluation

of various dissolution media for

predicting in vivo performance of

class I and class II drugs, Pharm

Res, 15, 698-705, 1998

Contact

Tel: 022 40413131

Email: 

sales@electrolabgroup.com

B&R brings safety to
delta kinematics
B&Roffers SafeROBOTICS

functions for tripods to safely

monitor all types of delta kine-

matic systems. Serial axes

can also be included in the cal-

culations, for example when

tripods are mounted on mov-

ing platforms.

Safe robot monitoring is

implemented using the safety

functions Safely Limited Posi-

tion, Safely Limited Orienta-

tion, Safely Limited Joint Po-

sition and Safely Limited

Speed. The user can choose

whether to monitor the tool

center point (TCP), individual

joints or any other point on

the robot. It is also possible to

safely monitor multiple points

with regard to speed, orienta-

tion and position in space.

SafeROBOTICS functions are

based on a generic description

of the kinematic chain in

which the geometric proper-

ties of the robot are defined.

Exchange tools without
reprogramming
The safety application can be

isolated from the geometric

definitions. This makes it pos-

sible to switch to another tool

with a different contour with-

out having to touch the safety

application itself. This saves

the time-consuming process

of recertification. All monitor-

ing functions are predictive in

nature, making it possible to

stop movements at the right

time. SafeROBOTICS guaran-

tees that protected spaces are

not violated.<

Contact details

B&R Industrial Automation

8, Tara Heights, 

Mumbai-Pune Road

Wakdewadi

Pune 411 003

T:+91 20 414 78 – 999

F: +91 20 414 78 – 998

E: www.br-automation.com 

Hand-in-hand with tripods
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FLUOROSILICONE rubber

known as modified version of

silicone rubber, is fluorinated to

finish up the polymer chains so

that its chemical resistance is

improved. Fluorosilicone is also

known as FVMQ (fluorovinyl-

methylsiloxane). 

It can be processed by com-

pression molding, calendaring,

extrusion, and liquid injection

molding. Fluorosilicone rubber

displays a working range be-

tween -60°C and +225°C. Fluo-

rosilicone rubber is formulated

from fluorosilicone polymers

that contain a (-Si-O-) repeat-

ing group on the polymer back-

bone. One unique difference,

compared to their dimethyl-

siloxane counterparts, is the in-

corporation of a fluorine com-

ponent attached to the polymer

backbone. Fluorosilicone poly-

mers replace one (methyl) side

group on each silicon with a

(trifluoropropyl) side group.

Structure: Fluorosilicone rub-

ber contains trifluoropropyl

groups that enhance its chemi-

cal resistance to non-polar sol-

vents, fuels, oils, acids, and al-

kaline chemicals. It is also

flame retardant. The unique

properties of fluorosilicone

make it a problem-solving ma-

terial.

Why FSR (Fluoro Silicone
Rubber) are in demand?:- 
It will be easy to understand

with the difference. 

FSR can be blended with

other silicones to obtain a fluid

resistance that is intermediate

between the two polymer

types, since FSR has a signifi-

cantly higher cost than other

silicones.

Due to the extremely polar

fluorine element in the chemi-

cal structure of FSR, FSR

shows superior resistance to

many fluids.

Area of demand
(Applications):-
There is an increasing use of

fluorosilicone rubber in the

pharmaceutical industry for

fluid transfer, peristaltic pump-

ing and filling operations. Fluo-

rosilicones are UV, thermally

and chemically stable. It is re-

sistance to bacteria, eases in

sterilisation, and non-reactive

with the body and other mate-

rials. This means silicone is the

material of choice for medical

applications and infant care

products. It is widely used in in-

dustrial, aerospace, automotive

and aviation applications for

static sealing and cushioning.

It is also used in:-
◗ Fuel line quick-connect seals 

◗ Electrical connector inserts 

◗ Air pump valves 

◗ Exhaust gas recirculating di-

aphragms 

◗ Turbocharger hose liners 

◗ Fuel-resistant hydraulic and

electrical clamp blocks 

◗ Vapour recovery manage-

ment system seals 

◗ Natural vacuum leak detec-

tion control diaphragms 

◗ Engine gaskets 

◗ Fuel line pulsated seals 

◗ Brake vacuum units.

Contact

Ami Polymer 

Ph No.- +917529936718

research@amipolymer.com

Fluorosilicone and its increasing demand
Anuj Singh, Polymer Technologist,Ami Polymer, gives an insight on the benefits of fluorosilicone

VALUE ADD

Figure1: Properties of FVMQ ( 4: Excellent, 3: Good, 2: Average, 1: Bad)

OTHER SILICONE RUBBER (MQ/VMQ/PVMQ) FVMQ (Fluorovinylmethylsiloxane)

Ordinary resistance to fluids. Superior Resistance to many fluids.

It has lesser low temperature flexibility. It has better low temperature flexibility.

Can’t be operate a wide range of temperature. Can be operate a wide range of temperature.

FKM (Viton) FVMQ (Fluorovinylmethylsiloxane)

Poor Flow Characteristics due to high viscosity. Good Flow characteristics due to optimum viscosity.

In High temperature application up to 200°C the tear
strength and elongation is low as compared to FSR.

In High temperature application up 
to 200°C the tear strength and elongation is 

high as compared to FSR.While the tensile strength 
of FKM & FSR are comparable.

FSR DIFFERENCE WITH OTHERS
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LOOKING FOR CONTAINMENT SOLUTION ?

tra

Reactor discharge, powder transfer,
   powder transfer bag in isolators

      Blenders, Centrifuge, Dryers,
Granulators, Reactor charging, Mills

API Storage, Powder charging,
Powder transfer, Buffer mixing

Continuous liner system Flexible enclosures systems DoverPac / DoverPac SF /
             EZ BioPac

We are professionals at your service !

India, .

INCI 

Composition 

Form 

Indication 

Route of administration 

Recommended use 

Regulatory Status 

Regulatory Support 

Asiaticoside (and) Madecassic Acid (and) Asiatic Acid

40 % of asiaticoside, 60% of genins *

* madecassic acid and asiatic acid

Powder

Wound healing, Venous insufciency

Topical, Oral

Topical: 0.1 - 1%; Oral: 60 mg to 120 mg daily

Marketing Authorisation, OTC, Medical Device

ASMF / EDMF

Identity card

TECA™
Titrated Extract of Centella Asiatica

A Pharmaceutical Ingredient for Wound Healing and Venous Insufciency

Having Seppic & Serdex at your side

Asiaticoside

Madecassic 
Acid

Asiatic 
Acid

Serdex
TECA™ manufacturer

since 1978
GMP certied

Whole plant Ph Eur Support
ASMF

Oral and Topical
excipient expertise

Full regulatory &
quality support

Safety
Proprietary data Acute 

and Chronic doses toxicity
Reports 100.056 & 100.057

Mutagenicity Reports 
1429, 1483

& 1507

Sustainable sourcing
from Madagascar

Ensure Traceability & Quality
Protect Local Resources
Commit to Sustainable

Development

Highly puried extract of Centella Asiatica

Gangwal Chemicals Pvt. Ltd. :  706-707, Quantum Tower, Rambagh Lane, Behind State Bank Of India, Malad (west), 
Mumbai - 400064 Tel.: +91 22 2888 9000, Fax: +91 22 2883 5347, Email: info@gangwalchem.com, Web.: www.gangwalchem.com

angwal
® Contact for more information

Chronic Venous Insufciency stages

Diabetic Foot Ulcer (DFU)

422 million
of diabetic 

people
worldwide

DFU prevalence
Worldwide 6.4%

USA 13%

Major cause
of co-morbidity

and low
quality of life

Precede 85%
of lower limb
amputations
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TRIPLEX 
LAMINATE

PVdC COATED
PVC FILM

Corp. Off: 804, Siddhi Vinayak Tower B 
off. S.G. Highway, Makarba, Ahmedabad -380051
Factory: Chharodi - Sanand (Gujarat)
+91 -9726430369 / 7433966038

info@uniworthllp.com  •  www.uniworthllp.com

EMERGING AS 

THE MOST PREFERRED 

PRIMARY PACKAGING 

SOLUTIONS PROVIDER FOR 

THE PHARMA INDUSTRY.

Uniworth Enterprises LLP with it's location at 

Ahmedabad, INDIA, is ideally suited to cater 

efficiently to the Indian market and with ICD 

facility and excellent connectivity by road to 

Nhava Sheva port, Mumbai, can also service the 

export market with minimum time lag between 

production and export.

CALENDER

SLITTER

COATING LINE

LAMINATOR

Ÿ Dust Free & Fully Air Conditioned Factory

Ÿ Fully Equipped Analytical Lab 

Ÿ Producing 60 Micron PVC Film by Direct 
Calendering without Stretching.

Ÿ ISO 9001:2015 & ISO 15378:2017
Manufacturing site

Ÿ 29000 Sq. Mtr. of Manufacturing Area

Ÿ 6000 Sq. Mtr. Built-up Area

WE PACKAGE GOOD HEALTH.

PVC RIGID FILM 
FOR BLISTER 

FORMING

ALU ALU 
LAMINATE

US FDA Type III
DMF: 032495

US FDA Type III
DMF: 032497

US FDA Type III
DMF: 032496

US FDA Type III
DMF: 032494
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To Advertise in

Business Avenues
Please Contact:

■■ Mumbai: Rajesh Bhatkal

09821313017

■■ Ahmedabad: Nirav Mistry

09586424033

■■ Delhi: Ambuj Kumar

09999070900

■■ Chennai ■■ Bangalore:

Rajesh Bhatkal

09821313017

■■ Hyderabad: Mujahid 

09849039936

■■ Kolkata: Ajanta 

09831182580
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Avoid the

Harmful
Side Effects of
Preservatives

India’s first ever
Preservative Free

Ophthalmic
 Manufacturing Facility

Widely accepted
by Ophthalmologist

Patented
Pure Flow

Technology

KILITCH
HEALTHCARE INDIA LTD.

www.kilitchhealthcare.com
info@kilitchhealthcare.com

For contract manufacturing contact:
Kilitch Healthcare India Ltd.
902/B Godrej Colesium,
Behind Everad Nagar, 
Near Priyadarshani Cirlce,
Sion (East), Mumbai – 400022.
Tel. : 022 6137 2222
Mr. Divya Mehta : +91 9819724957
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 DualClean
Softwall Strip Cleaner 

™

The DualClean Softwall Strip Cleaner 

is ideal for cleaning strip curtains and 

barriers in all environments from clean 

workspace enclosures to ISO Class 5 

isolated cleanroom work cells.

APPLICATIONS

June Enterprises Pvt. Ltd. | www.june4gmp.com 
info@june4gmp.com | +91 9930359528

™June Range of Products 
for free download look for

JUNE4GMP

• Modular Softwall Enclosures and Cleanrooms 

• Soft Curtain Barriers in Pharmaceutical and Biomedical  

Manufacturing

• Segregated Clean Work Cells

• Controlled Condition Warehouses

• Compounding Pharmacies

• Contamination Sensitive Laboratory Processes

• General Production Areas where cleanliness is important

www.kromasil.com
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CMYK
+WHITE

LET THERE BE WHITE
World's 1st K + WHITE tabletop Label Printer CMY

TM

223, Blue Rose Industrial Premises, W.E. Highway,Borivali (East),
Mumbai 400 066, Maharashtra, India.
Phones : (+91) 22 4208 9200 | 2870 0281 • Fax : (+91) 22 2870 4108
Email : acetechnologies@vsnl.net  |  Web : www.acetechnologiesgroup.com

Visit Us At Stand # : A5

Venue : Parade Ground, Opp.
ISBT Sector - 17, Chandigarh, Ut

19, 20, 21 APRIL 2019
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The formula
for those who
formulate the

pharmA sector
Express 

Pharma has 
been the backbone of 

this sector since 20 years. It is 
what the experts look to when 

the entire industry looks to them. 
That is because the magazine 

contains a potent mix of  innova-
tive ideas, cutting-edge analyses 

and expert insights. It’s no 
wonder then that the finest in the 

field trust the foremost in 
the field.          

For any queries, call 022-67440002  
or email at pharma@expressindia.com. www.expresspharmaonline.com
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L
upin has announced the

appointment of Chris-

tine Mundkur as an In-

dependent Director with im-

mediate effect.

Mundkur most recently

served as Chief Executive Offi-

cer and non-voting Chairman

of the Board of Directors for

Impopharma Inc, a developer

of complex formulations fo-

cused on inhalation pharma-

ceutical products. While at

Impopharma, she led the tran-

sition of the company from a

successful clinical research

organisation into a generic

pharmaceutical inhalation de-

velopment company. She also

held leadership positions as

President and Chief Executive

Officer for North America for

Sandoz.

Earlier, she served as Chief

Executive Officer of Barr Lab-

oratories, Inc. Mundkur

started her career at Barr as

quality and regulatory coun-

sel. In addition, she served as a

strategic adviser to clients on

generics, 505(b)2, biosimilars

and NDA business strategies.

She currently serves on the

Board of Directors for

MannKind Corporation in the

US.

Mundkur holds a JD from

the St Louis University School

of Law and also received a BS

degree in chemistry from St

Louis University.

Commenting on the ap-

pointment, Vinita Gupta,

Chief Executive Officer, Lupin

said, “We are delighted to wel-

come Ms Mundkur to our

Board. Her extensive experi-

ence in the global pharma in-

dustry, significant knowledge

in areas like inhalation,

biosimilars and proprietary

women’s health, and strong

experience in operations and

quality will be a great asset

for Lupin.”

EP News Bureau

Lupin appoints Christine Mundkur as
Independent Director
She most recently served as the Chief Executive Officer and non-voting Chairman of the Board of
Directors for Impopharma Inc

THE INDIAN Pharmaceutical

Alliance (IPA) has announced

appointment of industry vet-

eran Sudarshan Jain as Secre-

tary General of the group with

effect from April 8, 2019. The

appointment follows the 

demise of DG Shah last month.

Having 40 years of experi-

ence in healthcare sector, Jain

has worked with top Indian and

multinational companies.

On his appointment, Jain

said, “India occupies a place of

pride and is rightly described

as the pharmacy of the world.

The pharmaceutical industry is

at an exciting stage and there is

opportunity for Indian compa-

nies to make a difference, both

in access and innovation. IPA

member companies have con-

tributed significantly to the

growth of Indian industry and

I am glad to be associated with

the group. IPA will continue to

be a catalyst in shaping policy

environment to unleash the po-

tential of Indian industry in line

with national priorities.”

Glenn Saldanha, President,

Indian Pharmaceutical Al-

liance said, “Over the years,

IPA has played a pivotal role in

placing Indian pharmaceutical

companies on the global map

and we are happy that now Jain

will be deeply involved in the

activities of the group. With his

rich experience and vision, I

believe, he will effectively steer

efforts of IPA in the areas of ad-

vocacy, knowledge sharing and

best practices, and represent

interests of Indian companies

at national and international 

forums.”

At present, he is a member

of the board of a number of

companies in the healthcare

space and is also associated

with leading educational insti-

tutions.

EP News Bureau

IPA appoints Sudarshan Jain as Secretary General
Having 40 years of experience in healthcare sector,Jain has worked with top Indian and
multinational companies
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GLENMARK Pharmaceuticals

announced the appointment of

Alessandro Riva as the Chief Ex-

ecutive Officer (CEO) of its new

innovation company based in the

US. “Alessandro is currently Ex-

ecutive Vice President, Oncol-

ogy Therapeutics and Cell Ther-

apy for Gilead Sciences. The

appointment is effective April 2,

2019,” Glenmark Pharma said in

a regulatory filing.

On February 14, this year,

Glenmark Pharmaceuticals had

announced it has received in-

principle approval from its

board of directors to spin off the

innovation business into a new

company headquartered in the

US.

“The new company will be a

wholly-owned subsidiary of

Glenmark and will operate with

Alessandro Riva as the CEO, a

management team and an inde-

pendent Board of Directors,” the

company added.

“We are pleased that Riva

will assume the role of CEO of

the new innovation business,”

said Glenn Saldanha, CMD,

Glenmark Pharmaceuticals.

“His extensive and diverse in-

dustry experience leading global

R&D will no doubt be invaluable

in driving our pipeline towards

commercialisation. We are ex-

cited for this major step as a

company and are confident

Alessandro’s talent and leader-

ship will shape the innovation

business into a major global

biotech company.”

Riva also worked in compa-

nies including Novartis, Rhône-

Poulenc Rorer and Aventis,

France. The new innovation

company will be headquartered

in Paramus, New Jersey. Global

locations include two R&D cen-

tres in Switzerland, the R&D

centre at Mahape, Navi Mumbai,

India, and the good manufactur-

ing practises (GMP) biologics

manufacturing facility in

Switzerland, Glenmark said.

The new company will include

around 400 employees working

to provide an enhanced focus on

the innovation business and help

accelerate the pipeline towards

commercialisation.

Glenmark said, its innovative

products pipeline at present has

eight assets, including new

chemical entities (NCEs) and

new biological entities (NBEs),

in various stages of development

in the areas of immunology, on-

cology and pain management.

“The pipeline includes an im-

muno-oncology pipeline with

three bispecific antibodies devel-

oped through Glenmark’s pro-

prietary BEAT (Bispecific En-

gagement by Antibodies based

on the T cell receptor) platform.”

EP News Bureau

Glenmark appoints Alessandro Riva as CEO 
of its new innovation company in US
The new innovation company will be headquartered in Paramus, New Jersey

SITARAM GUPTA, Execu-

tive Director, Lupin Human

Welfare and Research 

Foundation (Lupin Founda-

tion) was recently honoured

with the ‘India CSR Lifetime

Achievement Award’ at 

the CSR Leadership Summit

held in New Delhi, for his ex-

traordinary contribution to-

wards social development.

Rusen Kumar, Founder

and Managing Editor, India

CSR Group, Rahul Roy, Actor,

and Martin Neureiter, Presi-

dent & CEO, CSR Company

International conferred the

award in the presence of 300

CSR leaders.

Gupta, an electrical engi-

neer by profession, joined the

Lupin Foundation in 1989 and

started his journey to develop

and uplift the rural sector.

Under his dynamic leader-

ship, Lupin Foundation has

successfully created replica-

ble development models to

improve livelihoods at the ru-

ral and district levels.

Rusen Kumar, Founder

and Managing Editor of India

CSR Group said, “The India

CSR Lifetime Achievement

Award is an acknowledge-

ment of Sitaram Gupta’s con-

tributions to the areas of cor-

porate responsibility, social

and sustainable development,

and agriculture, enterprise

development. We wish him

happy and healthy life ahead

to carry on with his mission

to make positive contribution

to the larger good.”

Gupta<said, “It is an hon-

our to receive this prestigious

award by India CSR. As or-

ganisations we have the

power to aid people in need

through our promising CSR

practices. At Lupin Founda-

tion, we have dedicated the

past three decades to under-

take holistic development of

various districts and villages.

We pledge to continue 

with our work and fulfill the

vision of Dr Desh Bandhu

Gupta, Founder, Lupin Foun-

dation.”

EP News Bureau

Sitaram Gupta from Lupin Foundation bags
‘India CSR Lifetime Achievement Award’
Gupta received the award for his extraordinary
contribution towards social development
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Bhoop, Professor at the Uni-

versity Institute of Pharma-

ceutical Sciences (UIPS), and

Founder Coordinator, National

UGC Centre for Excellence in

Nano Biomedical Applica-

tions, Panjab University,

Chandigarh, was recently be-

stowed upon with Professor

DVS Jain Best Researcher

Award and Best Publication

Award. The awards were 

presented to him by Professor

Raj Kumar, Vice-Chancellor,

Panjab University and Profes-

sor A Raghuram Rao, Director,

NIPER, Mohali.

Professor Bhoop also made

a presentation on his research

work, sharing a bird’s eye view

on his latest research work on

the occasion. Selected under

the aegis of ‘Smt Prem Lata

and Professor DVS Jain Re-

search Foundation,’ on the ba-

sis of cumulative impact factor

of the research publications

authored by him during 2017,

the award carried a citation

and the total prize money of

Rs 30,000.

Acclaimed globally for his

scientific work, especially in

the domain of novel nanomed-

icines using QbD, Professor

Bhoop has earned to his credit

over 360 original publications,

15 books, five patents and

tech-transfers of two nanos-

tructured drug delivery tech-

nologies to pharma industry. A

widely travelled scientist, he

has already delivered nearly

300 invited talks in India and

overseas, including the US,

Canada, the UK, Germany,

China, Thailand, Hong Kong,

Kuwait, Dubai and

Bangladesh. He holds the

unique distinction of having

duly trained several hundreds

of industrial scientists under

his direct guidance, especially

on QbD. He has handled 16 re-

search projects fetching re-

search grants of 6.10 crores

from government and corpo-

rate sectors, and guided/guid-

ing nearly 100 research schol-

ars including 31 doctoral and

six post-doctoral researchers.

EP News Bureau

Dr Bhupinder Singh Bhoop gets Best Researcher Award
Acclaimed for his scientific work, Professor Bhoop has earned to his credit over 360 original
publications, 15 books, five patents and tech-transfers of two nanostructured drug delivery
technologies to pharma industry

❒ Express Pharma accepts editorial material for 
regular columns and from pre-approved contributors
/ columnists.
❒ Express Pharma has a strict non-tolerance policy of
plagiarism and will blacklist all authors found to have
used/refered to previously published material in any
form, without giving due credit in the industry-
accepted format. All authors have to declare that the
article/column is an original piece of work and if not,
they will bear the onus of taking permission for 
re-publishing in Express Pharma.
❒ Express Pharma's prime audience is senior 
management and pharma professionals in the
industry. Editorial material addressing this audience
would be given preference.
❒ The articles should cover technology and policy
trends and business related discussions.
❒ Articles for columns should talk about concepts or
trends without being too company or product
specific.
❒ Article length for regular columns: Between 1200 -
1500 words. These should be accompanied by 
diagrams, illustrations, tables and photographs,
wherever relevant.

❒ We welcome information on new products and 
services introduced by your organisation for our
various sections: Pharma Ally (News, Products, Value
Add), Pharma Packaging and Pharma Technology
Review sections. Related photographs and brochures
must accompany the information.
❒ Besides the regular columns, each issue will have a
special focus on a specific topic of relevance to the
Indian market.
❒ In e-mail communications, avoid large document
attachments (above 1MB) as far as possible.
❒ Articles may be edited for brevity, style, and
relevance.
❒ Do specify name, designation, company name,
department and e-mail address for feedback, in the
article.
❒ We encourage authors to send their photograph.
Preferably in colour, postcard size and with a good 
contrast.

Email your contribution to:
The Editor,
Express Pharma,
Business Publications Division,

The Indian Express (P) Ltd,
1st Floor, Express Towers,
Nariman Point, Mumbai - 400 021.
Tel: 91-22-2202 2627 / 2285 1964/ 6744 0000
Fax: 91-22-2288 5831 
viveka.r@expressindia.com
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