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EDITOR’S NOTE

I
had ended my last editorial with a warning

that even as US FDA approval rates

improved dramatically last year (for a

number of reasons), the commercial

potential of these drugs is lacklustre. The

article in Nature Reviews, Drug Discovery pointed out

that only two of the newly approved products are

expected to achieve annual sales of $2 billion or

more by 2024 or sooner. 

But even when returns on R&D investments do

exist, governments are stepping in. For instance, the

WHO’s technical report on the pricing of cancer

medicines calls out pharma companies for their

pricing strategies. To examine returns on R&D

investments, the report examined the sales incomes

from cancer medicines approved by the US FDA

from 1989 to 2017 for the originator companies. For

the 99 medicines included in the analysis, the

average income return by end-2017 was found to be

$14.50 for every $1 of R&D spending, after

adjustments for the probability of trial failure and

opportunity costs. As prices of cancer medicines

continue to rise, they impair the capacity of health

care systems to provide affordable, population-wide

access to cancer medicines. Thus governments are

bound to step in with  appropriate policy measures. 

Thus pharma companies will increasingly not be

able to count on recovering the cost of R&D

investments through sales revenues. Pharma

companies and especially those in India will need to

carefully choose their R&D strategy if they want to

be a part of the innovative pharma R&D club. 

Glenmark Pharma is the latest to make a move

on this front. The company recently received in

principle approval from its board to spin off its R&D

assets into a separate company based in the US. Sun

Pharma spun off its R&D way back in 2007 into

Vadodara-based Sun Pharma Advanced Research

Company (SPARC) but Glenmark’s strategy, more

than a decade later, is clearly a strategy to move

closer to where the pharma R&D action is. With a

pipeline of eight R&D pipeline assets, which include

five clinical and three pre-clinical assets, Glenmark

clearly feels that the US is the best place to scout for

partnerships to take these molecules to the next

phase. According to the company, Glenmark has

already generated around $250 million through

eight out-licensing deals for novel molecules to

global pharma companies including Merck, Eli Lilly,

Sanofi and Forest Laboratories.  

Glenmark’s move comes as we near the April

deadline for the annual Special 301 review

conducted by the office of the United States Trade

Representative (USTR). 12 countries, including

India, are on the 2018 Priority Watch List. 

As both India and the US head into major

elections this year, issues like the Priority Watch List

and the threat to withdraw the generalised system

of preferences (GSP) scheme for Indian exporters

have become political brownie points that parties

hope will translate into crucial votes from corporate

interests. India may remain on the 2019 Priority

Watch List but withdrawal of the GSP scheme could

hit the industry quite hard. 

For the past few years, India’s case at the USTR’s

submission process has been presented by Dilip

Shah, Secretary General, Indian Pharmaceutical

Alliance (IPA). IPA’s 2019 Special 301 submission

repeats many of its arguments from previous years

as most of the objections raised  remain the same. 

For instance, while the US pharma association

Pharmaceutical Research and Manufacturers of

America (PhRMA) deems section 3(d) of the Indian

Patents Act as TRIPS-non-complaint, IPA had

argued in its 2016 submission that it is in fact India's

alternative to the US Hatch Waxman provisions,

which prevent ever-greening of patents. 

There have been several improvements. Shah

points out that as India’s patent office has added

manpower and streamlined procedures, patent

examination time has been brought down

drastically. Patents pending examination have

reduced from 204,177 as on March 31 2017 to 127, 881

as on December 31 2018. Indications are that patent

examination backlog will be eliminated in about two

years. India now examines trademark applications

in about one month, one of the lowest timelines in

the world and registrations are completed in a year

or less. With the reduction in patent examination

time, the time taken by pre grant opposition too will

reduce 

Another oft cited grouse has been the single

compulsory license granted by India’s authorities

but Shah counters that even developed countries in

Europe such as Netherlands and Switzerland are

exploring the possibility of compulsory licensing as a

means to control prices of new drugs. To the

complaint that India has ‘excessive reporting

requirements’, Shah points out that Indian patent

applicants face these requirements as well. 

Pharma companies in India, especially exporters,

will thus need to watch this space very carefully in

the days to come. 

Withdrawal of
the GSP scheme

could hit the
industry quite

hard

USTR review could mean tough times ahead

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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THE 9TH Edition of

PharmaTech Expo 2019 &

LabTech Expo 2019

organised by

PharmaTechnology

Index.com will be held in

Chandigarh from April 19-21,

2019. The international

exhibition on pharma

machinery, formulations, 

nutraceutical, lab, analytical

and packaging equipment,

will give opportunities to

suppliers, manufacturers,

industrialists, entrepreneurs,

buyers and consultants to

assemble at this common

platform. 

PharmaTech Expo 2019 &

LabTech Expo 2019 is 

dedicated to pharmaceutical

innovation, technology and

knowledge where latest

cutting-edge technologies

will be showcased. This year,

the event will focus on

pharma manufacturing and

processing technology,

pharmaceutical systems and

services, pharma

formulation, nutraceutical,

food and cosmeceuticals and

ayurveda.

The exhibition will be held

in the space of 7000 square

metres. About 180 exhibitors

from different states of the

country participated in the

event and about 4000 visitors

visited the event last year.

EP News Bureau

9th Edition of PharmaTech Expo 2019 & LabTech Expo 
2019 to be held in Chandigarh
The event is
dedicated to
pharmaceutical
innovation,
technology and
knowledge 
where latest
cutting-edge
technologies will
be showcased

MARKET

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 

PRE EVENTS



EXPRESS PHARMA

March 1-15, 2019

8

MARKET

THE THIRD edition of India’s

B2B International Trade Fair

‘FLAVOURS & FRAGRANCES

EXPO 2019’ will take place be-

tween April 16 and 17, 2019 at

Bombay Exhibition Centre,

Goregaon (East), Mumbai.

FLAVOURS & FRA-

GRANCES EXPO 2019 organ-

ised by Procyon Exhibitions &

Events, is a B2B exhibition pri-

marily designed to serve as a

platform for the fragrance and

flavour industry in terms of

business and technical content.

The event will feature both– In-

dian as well as international 

exhibitors and visitors and, is

planned with a view to meet the

latest requirements of the

global fragrance and flavour 

industry. 

The expo is expected to 

witness a number of eminent

and important players from fra-

grance and flavour, aroma chem-

icals, essential oils, fruit, floral,

spice and herbal extracts,

aerosols,  as well as packaging

and private label manufactures.

FLAVOURS & FRA-

GRANCES EXPO 2019 this year

has announced the F&F Acade-

mic Tour 2019 that will take

place from April 13 to 20, 2019.

Tour participants will not only

get the privilege of being part of

Flavours & Fragrances Expo

2019 and the power packed In-

teract Conference 2019 but, will

also get an opportunity to visit

various cultivation farms which

include mango farm, cashew

farm, sandalwood farm, 

agarwood farm and green plan-

tation aromatic sites. 

The event will provide world-

class infrastructure to exhibit

and also gives an opportunity to

network, business relations and

launch new products as they are

working with various segments

such as FMCG and other indus-

tries like cosmetic, personal

care, hair care, household care,

air care, perfumes and Doe’s,

bakery and confectionery, bever-

age industry and beyond. 

This platform allows the 

exhibitors to showcase their

brand, collect qualified leads,

and connect with potential

customers and partners. It

aims to be a success by the

sheer collaboration of the in-

dustry segments’ key repre-

sentatives, through promo-

tional activities via print,

electronic and outdoor media

ensuring maximum reach to

the target audience, thereby

further boost promoting the

brands globally.

EP News Bureau

FLAVOURS & FRAGRANCES EXPO 2019 to be held in Mumbai

ACREX INDIA 2019 is gear-

ing up for its 20th Edition in

Mumbai from February 28 to

March 2, 2019. The flagship

event of ISHRAE – Indian So-

ciety of Heating, Refrigerating

and Air Conditioning Engi-

neers and Co-organised by

NürnbergMesse India.

ACREX India, has been able

to successfully created a

unique a platform and launch

pad for potential business-en-

abling collaborations in the

HVAC & R sector.

The upcoming edition of

ACREX India promises to fo-

cus on the following themes –

Building Automation (BMS)

and Indoor Air Quality (IAQ)

and is expected to have more

than 500 exhibitors and par-

ticipation from major global

players across 25 countries.

ACREX India emphasises

on the fact that the Indian

consumer market is ever

growing and so is its infra-

structure. With the HVAC &

R industry benefiting from

this growth, thereby making

India a consumer market to

be reckoned with and a desti-

nation that attracts many in-

ternational companies to 

exhibit their products and

technologies in the HVAC & R

sector.

The event will witness par-

ticipation from more than 25

countries including Belgium,

China, Czech Republic, Egypt,

France, Germany, Italy, Japan,

Korea, Malaysia, Saudi Ara-

bia, Singapore, Spain,

Switzerland, Taiwan, the

Netherlands, the UAE, the

UK, Ukraine and the US.

At ACREX 2019, visitors

can gain access to insightful

seminars and workshops by

the subject matter experts in

their respective fields. The

topics will range from energy

efficiency, healthy buildings,

indoor air quality, refriger-

ants, to IoT, apart from engag-

ing sessions from interna-

tional Associations – US

Green Building Council, RE-

HVA (Federation of European

Heating, Ventilating and Air-

conditioning Associations),

CEEW (Council On Energy,

Environment and Water)s,

AAR (Association of Ammo-

nia Refrigeration), IAQA 

(Indoor Air Quality Associa-

tion) & ASHRAE (American

Society of Heating, Refriger-

ating and Air-Conditioning

Engineers).

“In addition to being the

feast to the eyes, ACREX In-

dia 2019 team has put to-

gether a string of workshops

and technical seminars that

bring the enhancement of

knowledge element for the

visitors. They will have access

to attending high quality

workshops and seminars on

topics that are related to the

current trends and practices

of the HVAC & R field,” said C

Subramanium, National Pres-

ident, ISHRAE.

Commenting on the oppor-

tunities that ACREX India of-

fers, Sonia Prashar, Chairper-

son of the Board and

Managing Director, Nuern-

bergMesse India, “The Indian

HVAC &R market is quickly

racing towards a size of more

than $7,500 million in the next

five years making it impera-

tive for every manufacturer in

the international market to

vie for a space in the Indian

sub-continent. ACREX India

2019 creates a valuable plat-

form for all connected to the

HVAC & R industry to reach

relevant stakeholders and 

decision makers.”

EP News Bureau

20th edition of ACREX INDIA 2019 to be held in Mumbai
The event will witness participation from more than 25 countries

Visitors can
gain access to
insightful
seminars and
workshops by
the subject
matter experts
in their
respective
fields
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ANALYTICA ANACON India

and India Lab Expo, the 

platform for the analysis, labo-

ratory-technology and biotech-

nology market, will be held in

Mumbai from April 16-17, 2019.

Both the events have the poten-

tial for more than 400 ex-

hibitors and 10,000 visitors in

three halls. 

Both events will cover the

entire value chain for industrial

and research laboratories. The

focussed exhibition sectors will

give visitors a comprehensive

overview of the market, innova-

tions and best-practice exam-

ples: analysis, biotechnology,

laboratory technology, quality

control / Measuring and 

testing.

The conference is tailored to

the Indian market. The events

will give profound insights into

science and research. Interna-

tional experts will present the

latest techniques in all applica-

tion sectors. 

The 12th edition of analytica

Anacon India and India Lab

Expo welcomed 41 companies

from nine countries including

Japan, China, South Korea,

Germany, the US, Italy, Singa-

pore, Switzerland and the UK.

The participants displayed lat-

est international quality 

products from laboratory in-

struments, analysis, diagnos-

tics and biotechnology from

September 6-8, 2018.

EP News Bureau

Mumbai to
host analytica
Anacon India
and India Lab
Expo
More than 400
exhibitors and
10,000 visitors
are likely to take
part in the events,
scheduled to take
place from April
16-17, 2019 in BEC
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Akanki Sharma
New Delhi

T
he 12th Indian Society for

Clinical Research

(ISCR) 2019 annual con-

ference was recently held in

New Delhi on the theme ‘clini-

cal research advancing the

frontiers of health.’ The event

saw participation from more

than 500 clinical research 

professionals who focussed on

various clinical trial reforms

that will build the future 

research enterprise as well as

on emerging research opportu-

nities in India.

The summit began by pay-

ing tribute to the CRPF mar-

tyrs who recently lost their

lives in a terror attack in Pul-

wama, Kashmir. Thereafter,

following a lamp-lightning cere-

mony, Dr Chirag Trivedi, Presi-

dent, ISCR, addressed the au-

gust audience. He informed

that since its inception in 2005,

ISCR has become a ‘go to body’

for many clinical researchers.

He added, “The changing pro-

file of diseases affecting the 

Indian population, the continu-

ing high prevalence of endemic

diseases and the emergence of

lifestyle diseases all point to an

urgent need for greater invest-

ment in research and innova-

tion to address India's increas-

ing disease burden and the

incremental costs associated

with it.”

He also emphasised that

stakeholders need to work to-

gether to build and strengthen

the clinical research ecosystem

in the country and create an envi-

ronment that encourages more

research. At the same time,

there is a need for more educa-

tion and awareness about clini-

cal research and its benefits not

just to participating patients, but

also to society at large.

Express Pharma and 

Express Healthcare were the 

official media partners for this

annual conference.

During the inaugural ses-

sion, S Eswara Reddy, Drug

Controller General India,

DCG(I), Central Drugs Stan-

dard Control Organisation

(CDSCO), said, “India has huge

potential for ethical and scien-

tific clinical research given our

large patient population, state-

of-the-art hospitals, skilled in-

vestigators and strong patient

groups.”

He, however, expressed his

disappointment over the clini-

cal trails not being promoted

properly. “There hasn't been

any consistency in the proce-

dures and practices for getting

approval to publish a clinical

trial,” he said, while also raising

concern on fake medical trial

reports. The government has

realised the problems associ-

ated with the system and to

make the regulator more ac-

cessible, we have now opened

our PR office at CDSCO. One

can visit even without any prior

appointment,” he informed.

“Earlier, there were legal is-

sues due to which clinical trials

could not be published. How-

ever, now, there is no restriction

on the work to be published on

clinical trials. Thanks to Parlia-

ment Standing Committee and

the Supreme Court for inter-

vening and giving various direc-

tions on strengthening of clini-

cal trials in India,” he said.

Reddy informed that in the

first week of March, we will

publish a new set of clinical

trial rules. "This, I assure you,

is going to change the entire

scenario of clinical trail re-

search in India. The maximum

time to review the process, the

application and opinion is just

30 days now. These are also be-

ing translated into Hindi and

are expected to be published in

the first week of March, he

added.

Besides, he touched upon

the theme of artificial intelli-

gence saying, “As a drug regu-

lator, we should try to under-

stand how we can use the best

software for clinical research in

India.”

Recent data from

www.clinicaltrials.gov indicate

that the number of clinical 

trials being done in India as a

percentage of global trials con-

tinues to fall. From 1.5 per cent

a couple of years ago, the per-

centage of clinical trials in 

India is now 1.2 per cent,

which is inadequate for a

country that has the second

highest population and 

the highest disease burden in

the world.

“Clinical research in India is

governed by robust local and

global regulations which makes

India amongst the most strin-

gent clinical research regula-

tory environments in the world.

In such an environment, we

need to encourage, not deter,

not-for-profit organisations, in-

stitutions and biopharma com-

panies from doing more re-

search in India,” said Dr Sanjay

Mittal, Senior Director – Clini-

cal Cardiology & Head of Re-

search, Medanta – The Medic-

ity. “The most impacted by the

current environment are pa-

tients who will not have access

to the latest and most effective

treatment for various medical

conditions. For us investigators

too, participating in clinical re-

search exposes us to the latest

trends and treatment proto-

cols, which, in turn, benefits

our practice and patients,” he

added.

A clinical trial patient at the

media briefing shared his 

experience of participating in a

clinical trial and the rigour of

the process, while highlighting

how the trial benefited his 

condition.

At the conference, Suneela

Thatte from IQVIA, who has

also been President, ISCR

(2013-2017), received the ISCR

Lifetime Achievement award

for her commitment to clinical

research advocacy, policy 

shaping, education and 

leadership in India.

Apart from it, a Clinical 

Research Certification 

Programme comprising three

modules was also launched at

the event for clinical research

coordinators.

akanki.sharma@expressindia.com

12th Annual ISCR Conference focusses
on new rules for clinical trials
The new clinical trial rules are expected to be published in March, which is set to change the
scenario of clinical research trials in India, informed experts

POST EVENT
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ANALYTICAANACON 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. 

Both events will cover the

entire value chain for industrial

and research laboratories. The

focussed exhibition sectors will

give visitors a comprehensive

overview of the market,

innovations and best-practice

examples: analysis,

biotechnology, laboratory

technology, quality control /

Measuring and testing.

The conference is tailored to

the Indian market. 

Contact

Messe Muenchen India

INIZIO 507 & 508, 5th Floor,

Cardinal Gracias Road Opp.

P&G building,

Chakala, Andheri (E)

Mumbai - 400 099

PHARMATECH EXPO 2019
& LABTECH EXPO 2019
PharmaTech Expo 2019 &

LabTech Expo 2019 is 

dedicated to pharmaceutical in-

novation, technology and knowl-

edge where latest cutting-edge

technologies will be showcased.

The international exhibition on

pharma machinery, formula-

tions, nutraceutical, lab, analyt-

ical and packaging equipment,

will give opportunities to suppli-

ers, manufacturers, industrial-

ists, entrepreneurs, buyers and

consultants to assemble at this

common platform. 

Contact

PharmaTechnologyIndex.Com

Pvt. Ltd. ( A Division Of KNS

Group) 302, Shails Mall,

Nr. Girish Cold Drink, CG Road,

Ahmedabad - 380009

079 - 40306340  079 - 27540493

EVENT BRIEFS

The Standard of Comparison

• For more than 70 years, we have delivered the industry's most extensive 

  Lactose portfolio

• The original patent for Anhydrous Direct Tabletting (DT) Lactose

• Batch to Batch Consistency

• Global technical service, regulatory and application expertise to ensure

regional and global market compliance

Pharmaceutical Grade Crystalline, Spray Dried,
Anhydrous, and Inhalation Lactose

www.SheffieldBioScience.com

Registered Office Address: 17th Floor, Nirmal Building, Nariman Point, Mumbai - 400021 
Corporate Identification Number: U15400MH2010PTC202946 

Tel.: +91 22 27815003, Fax Number ; (022- 27815989) 
Email:  Kerry-India.Info@kerry.com 
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DCG(I) has come up with mandatory provisions for pharma companies to undergo
stability tests for approval of drugs in India. Though it will raise the standard for

quality of drugs in the global market, it will also have considerable impact on
pharma company’s bottom line. Industry experts have a mixed bag of opinions

By Usha Sharma
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SVVeeramani, CMD, Fourrts Laboratories

In the pharmaceutical indus-

try, we need to ensure safety,

efficacy and quality of drugs

manufactured and sold by us. It

is important to conduct stabil-

ity studies in order to ensure

that our products are comply-

ing with our label claims and

are also in full potency under

various storage conditions pre-

vailing in the country. Every

manufacturer, before embark-

ing on manufacturing of a for-

mulation need to conduct the

stability studies on their prod-

ucts in order to satisfy them-

selves that the product will

pass all the specifications and

remain so throughout the shelf

life. It will be prudent to market

the product only after the

same.

With respect to products al-

ready manufactured by them,

they need to conduct periodical

stability studies in order to as-

certain the efficacy and quality

of their products. More than the

regulation, we should consider

this as our responsibility.

Bhavin Mehta, Director, Kilitch Drugs

The Indian pharmaceutical

sector is a huge industry

with a significant growth po-

tential. The industry com-

prises large, medium and

small-scale drug companies

that are expanding its pres-

ence not only in the domestic

market, but in the export mar-

kets as well. Globally, the in-

dustry’s drugs find markets in

the US, the European Union,

the Middle-East, African con-

tinent and South-East Asia.

To cater to these growing

overseas segments, it is essen-

tial that the industry invests

significantly in research and

development, manufacturing

facilities and developing

newer markets. Further, to

ensure that these are continu-

ously sustained at the begin-

ning stage of a drug’s life cycle

as well as at subsequent

stages, quality of the drug is

an imperative.  

With a view to encourage

pharma exports, the Govern-

ment of India has recently

amended the provisions of

Market Access Initiative

(MAI) scheme. In particular,

this is important from the per-

spective of SME pharma play-

ers, who are expected to con-

tribute to the industry’s

double-digit growth, in no

small measure.

While this is a welcome

step in the right direction,

there is one more recent an-

nouncement by the country’s

drug regulator, the Central

Drugs Standards Control 

Organisation (CDSCO), which

the players are not too happy

about. As part of the amend-

ments to Drugs and Cosmet-

ics Rules, 1945, henceforth

‘stability testing’ has been

made mandatory for all drugs

and formulations before they

access the market. The new

rule applies to all drugs, 

active pharmaceutical ingre-

dients (API)s, raw materials

used in a drug, new drugs and

even to older drugs which are

already in the market for a

long time.

Stability testing ensures

that a drug meets the quality

standards prescribed by

WHO and ICH and; that it has

legal approval to go to the

market. In other words, stabil-

ity testing guarantees the 

purity and quality of the final

drug. Once certified as fit for

human consumption, compa-

nies can launch the drug in

the market with confidence

and minimal chances of drug

recall.

While it is an accepted fact

that stability testing is a

mandatory process for testing

drugs and its potency in vary-

ing degrees of sunlight, tem-

perature, shelf life and pack-

aging, the small- and

mid-sized dug manufacturers

are concerned about the tests

being made applicable to ex-

isting drugs which already

have an established market

presence. Hitherto, in India,

stability tests were obligatory

only for patented and propri-

etary drugs.

To ensure that the potency

of the drug is not lost and uni-

formity is maintained,

pharma companies will have

to submit drug batch samples

with expiry dates printed, for

testing. What more? Samples

would also be picked up from

the market randomly, to check

for any discrepancies. De-

faulter companies may have

to pay fines and the threat of

losing licence will ever be

looming.

At a time when the buzz-

words are micro, small and

medium enterprises

(MS&ME), ‘Make in India’

and 'Ease of Doing Business’,

introduction of mandatory

stability testing for all kinds of

drugs is like taking one step

forward and two steps back-

wards. This will only mean

more complexities for the

drug manufacturers. There

can be delays in approval

which would mean precious

time lost in accessing the mar-

ket and delayed cash flows for

drug manufacturers looking

for rapid return on invest-

ments (ROI). The loss of moti-

vation in developing new

drugs is not even mentioned

herewith. Currently, the time

involved in doing stability

tests takes close to one year,

give or take a couple of

months. A further delay

therefore is not ruled out.

Therefore, the government

needs to look into the practi-

cal problems of drug compa-

nies and reverse the amended

stability testing norms at the

earliest. 

For, this will be in the best

interests of small- and

medium-sized pharma com-

panies.
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The stability of a pharmaceu-

tical product is defined as

the ability to retain its chemical,

physical, micro-biological and

bio-pharmaceutical properties

within specified limits through-

out the shelf life. 

Drugs & Cosmetics Rules,

1945 prescribes statutory re-

quirements to ensure safety, ef-

ficacy and quality of drugs manu-

factured in the country. For new

drugs or subsequent new drugs

to be manufactured in the coun-

try, the requirement for submis-

sion of stability data is manda-

tory as per Schedule - Y of the

Rules. The requirement is for

submission of accelerated stabil-

ity data (6 months) and in some

cases long-term stability data (12

months) for getting product per-

mission for manufacture and

marketing of the drug. The same

is also applicable for imported

drug formulations falling in the

category of new drugs or subse-

quent new drugs. 

Further, under rule 71 of

D&C Rules, one of the conditions

for grant of license to manufac-

ture for sale and distribution of

patent and proprietary medi-

cines was for submission of evi-

dence and data justifying that

the medicines are stable under

the condition of storages as rec-

ommended.

Recently, Rule 71 was

amended by a gazette notifica-

tion no. G.S.R. 360(E) dated

10.04.2018 by substituting the

words 'patent and proprietary

medicines' by the word 'drugs'

thus making the submission of

stability studies for all the drugs

mandatory. Now, there is no dis-

tinction between new drugs as

per schedule –Y and drugs in the

market from several years as far

as requirement of stability data

is concerned.

This will result in far-reach-

ing adverse affect, especially for

small and medium segment and

also for the new entrants due to

considerable delay in product

approval. A manufacturer even

for drugs, which are in the mar-

ket for several years, will be re-

quired to take a license for test

and analysis for production of

test batches to generate stability

data, the process taking around

eight to nine  months for a single

drug. Further, three pilot scale

batches of around one lakh

tablet / capsules of each drug

will be required for generating

the data for submission resulting

in undue pressure on working

capital due to huge investment

which may be out of the reach of

small-scale manufacturers.

This problem is likely to ag-

gravate further, particularly for

small- and medium-scale manu-

facturers, with the proposed

changes in schedule “M” of the

D&C Rules under which product

quality review system is likely to

be introduced. The resultant af-

fect will be to generate fresh sta-

bility data for an existing prod-

uct of the manufacturer

concerned if there is a 

slight variation in the 

manufacturing process or in in-

put materials. 

Suggestion
Product permission shall be

given on submission of acceler-

ated stability data (3/6 months)

of a lab scale test batch followed

by real-life stability to be moni-

tored by manufacturer after

product has been approved by

the licensing authority and

placed in the market.

Dr Dinesh Dua, Chairman, Pharmexcil; Chairman, Entrepreneurship & Start Ups,
CII North India; CEO & Director, Nectar Lifesciences

Incorporation of stability

testing by the Drug Con-

troller General of India

DCG(I) for approval of drugs

in India has actually raised

the bar of standard for the

quality of drugs being

launched in the Indian market

at par with the other devel-

oped nations and organisa-

tions (like ICH).

Advantages of stability
data generation
◗ It gives assurance that our

products will be stable

throughout the shelf life.

◗ It helps in studying the root

cause of failure of any batch

out in the market.

◗ Products which are charged

annually on stability provide

further assurance of the con-

tinuous quality of the product.

◗ It helps in proposing 

extended shelf life for the

products.

Some might feel that sta-

bility data for products that

have already been in the mar-

ket for decades should not be

asked for by the regulatory

agencies. However, we have to

understand that different

companies may have different

formulations and recipes for

the same product which may

impart different stability be-

haviour to the product and

therefore, it becomes impera-

tive that each product should

be tested for stability.

We should not look at this

requirement as mere a regu-

latory obligation; but we

should look at it as our moral

and ethical responsibility to

ensure that the products that

we offer for our fellow human

beings are efficacious as well

as stable throughout their in-

tended shelf life.

It has definitely increased

the cost for drug products.

However, nothing is costlier or

precious than human life and

in the long run, it will only

yield profits as the ample

knowledge gained from stabil-

ity studies will help us curtail

the number of undesired

product recalls.

In my considered opinion,

stability testing is an 

important part of drug 

development and approval

process as it determines the

ability of the pharmaceutical

dosage form to maintain the

physical, chemical, therapeu-

tic and microbial properties

during storage and usage by

the patient. 

Making stability data

mandatory will be a huge

burden on SMEs with respect to

funds required, infrastructure

and time. SMEs do not have so

much funds to conduct stability

data for each and every mole-

cule. Specially, SMEs are in old

molecules such as paracetamol,

which is world proven. There-

fore, there is no such need to

have such a stipulation. I believe

this order will hamper growth of

SMEs and generics. 

Also, the exhibit batches will

prove to be a huge burden on

SMEs. 

Nipun Jain,
CEO,
PharmchemA manufacturer will be required

to take a license for test and
analysis for production of test
batches to generate stability
data
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Vishnukant Bhutada, MD, Shilpa Medicare

Stability studies of the drugs

describes inherent stability

of compound, which could in-

fluence on safety / efficacy of

the material. Stability of the

compound plays significant

role with reference to manufac-

turing formulae / route of syn-

thesis. It is also necessary to

conduct stress testing to know

the inherent stability of the

compound. These studies pro-

vide information on degrada-

tion impurities and degrada-

tion pathways of the material

under the influenced condi-

tions. They also provide infor-

mation for packaging configu-

ration and transportation

conditions. These studies are

required essentially to address

the factors which will influence

the safety of the drug during

storage and transportation for

end-user consumption.

Forced degradation studies

are also essential to conduct

for identifying potential degra-

dation impurities that are

likely to be formed with the

adopted route of synthesis and

manufacturing formulae to

judge that the current adopted

analytical methods are ade-

quate / suitable for determina-

tion of purity and efficacy of

the compound.

It may not be necessary to

examine specifically for cer-

tain degradation products if it

has been demonstrated that

they are not formed under ac-

celerated or long-term storage 

conditions, based on the infor-

mation gained through forced

degradation studies.

In some circumstances, it

may be possible to show little

degradation between the

bathes, and such little varia-

tions may be considered 

while presenting the data and

its impact on quality during

the proposed shelf life of 

the compound. 

However, considering the

products that are in the mar-

ket over a period of decade(s),

though they are produced

through different processes /

formulas, a concession on

grant of marketing approvals

may be considered based on

accelerated stability data (six

months' period) with adequate

statistical analysis. This statis-

tical analysis should be derived

with sound scientific informa-

tion on extrapolation over the

shelf-life claim period.

Conclusion
Since, the DCG(I) has made

stability test compulsory for all

existing and new entrant mol-

ecules which are waiting for

approvals in India, pharma

companies are already feeling

the pinch of it . 

Dr Dua rightly pointed out

that nothing is more precious

than human life, however, the

order will have a significant

impact on pharma manufac-

turers. Recommendations

made during 70th IPC in Delhi

stated that regulators should

take the opinion of the industry

before making it mandatory.

This might work as a step for-

ward for both the industry as

well as the regulators, who can

work closely for the same

cause. 

u.sharma@expressindia.com



EXPRESS PHARMA

March 1-15, 2019

16

MANAGEMENT

Nikhil Chopra, India Business Head, Cipla speaks on busting myths on asthma and Ciplas'
#BerokZindagi initiative to lead a better life in a conversation with Prabhat Prakash

What is the incidence rate of

asthma in India? How huge is

the disease burden?

In India, 93 million people

suffer from chronic respiratory

diseases, of which 38 million

people are diagnosed as

asthmatics. One must note that

these chronic respiratory

diseases cause the second

largest mortality after

cardiovascular diseases.

(Source: https://

www.thelancet.com/journals/lan

glo/article/PIIS2214-

109X(18)30409-1/fulltext)

Doctors across the nation see

an average of around 30-40

patients suffering from

respiratory diseases like

asthma on a daily basis, and

there is absolutely no sign of

reduction of the disease

burden. In fact, last year saw a

whopping 25 per cent increase

in the number of people

suffering from respiratory

symptoms compared to the

previous year. It is estimated

that one-third of the population

will develop asthma at some

point, and mostly before the age

of 20. Factors such as the rise of

particulate matter in the air,

pollen, smoking, food habits,

nutritional deficiency,

hereditary predisposition and

largely ignorance amongst

parents only increase the

prevalence of the disease.

As asthma is a chronic

disease it poses a lot of

economic burden on the

patient. Is cost a deterrent?

Higher initial costs tend to

hinder the adoption of

consistent therapy for asthma

in the lower socio-economic

groups. However, if one

considers the price bracket of

inhalers which is the mainstay

for treatment, a patient needs

to shell out a daily cost of less

than ̀  10. Also, the range of

solutions that we offer for

asthma in India is not available

anywhere else at such

accessible prices. Hence, we

can say that in terms of reasons

for not adopting inhalation

therapy for asthma, the lack of

awareness and prevailing

misconceptions about it far

surpass the factor of cost

burden for non-adoption.

Campaign #BerokZindagi is

to increase the awareness of

the disease and deal with it

better. Who are the KOLs you

have tied up with? Have you

roped in healthcare

specialists for this campaign?

Yes, we have a large network of

medical professionals in over 17

Indian cities, who have

dedicatedly supported us in our

initiative of generating and

building awareness about the

criticality of inhalation therapy

for asthma patients by

providing necessary counsel

and guidance to the people at

large. Medical experts have

been our chief guiding sources

for all the patient conversations

driven to address and remove

stigmas around asthma. I

would like to add that

#BerokZindagi is not the only

initiative by Cipla where we

have gone ‘Beyond the Pill’ to

build a constructive approach

for improving patient lives

across India. For instance,

‘Breathefree’ was started as a

public service initiative by Cipla

for patients with chronic

airway diseases. Today, it has

become a comprehensive

patient support system for

respiratory care with a

dedicated website and app. It

has benefitted more than 2

million patients with a growing

network of 640 counsellors and

4,000 Breathefree pharmacies.

Besides ‘Breathefree’, in 2002,

Cipla founded the Chest

Research Foundation (CRF) in

Pune, with the twin objectives

of promoting respiratory

research and training in India.

They are currently working

and will continue to play a vital

role to create maximum noise

for the community about the

burden and impact of chronic

respiratory disease. This has

the potential to perhaps change

government policies for

directing healthcare fund

allocation for vital diseases like

asthma in the future.

Additionally, our ‘Save Your

Lungs’ campaign in Delhi and

Kandy in Sri Lanka are also

aimed at creating more

awareness and access points

for patients.

Many studies claim that

inhalers are the best way to

combat this chronic condition

and yet they aren't the

mainstay. Can a comparison

be drawn between alternative

therapies?

India has a paradoxical

problem with inhalation. In

majority of developed markets,

inhalation therapy is the

preferred mode of treatment

but in India it only makes up for

a ~25 per cent share (Source:

IQVIA IMS MAT 2017-18).

Indians tend to ask for tablets

over inhalers to treat

symptoms related to breathing

disorders. Unfortunately, while

it provides temporary relief, it

does not address the problem in

the long term. Rather, these

leave behind huge risks of side

Our ambition is to change attitudes
and make uninhibited living a habit.

I N T E R V I E W
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effects that can be detrimental for

patients in the long run. There are

alternative therapies like homeopathy

that claim to be safe. However, there is no

concrete evidence of their effectiveness.

On the other hand, inhalation therapy is

globally acclaimed with proven safety

and efficacy. Most importantly, it is

affordable. Inhalers are available at

perfectly economic prices in India.

Majority of the population is still

unaware of the benefits of inhalers.

What are the gaps and how can your

campaign #BerokZindagi bridge those

gaps?

While the number of patients using

inhalation therapy has increased in the

last few years, an overwhelming majority

of asthmatics discontinue inhaler use

after some time. Market research

indicates that of the sufferers who are

aware of inhalation therapy, only 8 per

cent of the patients are actually using

inhalers currently, and just 13 per cent of

the sufferers have actually ever used

inhalers. Furthermore, 47 per cent of

asthma patients are afraid of the social

stigma associated with the disease more

than the disease itself. There is a fear of

social isolation due to asthma’s

perception as a contagious disease and

patients dread being inappropriately

labelled, which would lead to avoidance

by society and peers. There is the

additional issue of a lack of suitable

devices for proper diagnosis of asthma.

Based on our findings, we concluded that

today asthma, more than a

physiochemical condition in the body is

an issue of attitude and stigma.

Consequently, our biggest challenge at

hand was to change patients’ perception

of respiratory conditions such as asthma

and drive adoption of and compliance

with inhalation therapy. Most

importantly, our ambition was to change

attitudes and make uninhibited living a

habit. Our campaign is anchored around

helping patients live a #BerokZindagi. It

fosters the belief that asthma is not a big

deal and asthmatics can live an

unhindered life, that inhalers are the best

choice to manage the problem, and that

one should not be afraid to own up and

accept asthma. This campaign is in line

with our larger purpose of ‘Caring for

Life’, and aims to go beyond drugs and

devices to shape the respiratory health

ecosystem with the eventual outcome of

ensuring accurate diagnosis and

prescribed treatment for respiratory

conditions in India.

What is the way forward for asthma

management in the future and how

will Cipla play a role in optimising it?

The future has a definite need for a

transformed society that is fearless about

adopting treatments and is not held back

by baseless apprehensions and

misconceptions. Cipla has a 66.3 per cent

market share in inhalation therapy

(IQVIA IMS MAT 2017-18) but our

leadership and contribution

notwithstanding, much needs to be done

and we see it as our duty at Cipla to fill in

the gaps that exist. While respiratory

ailments are on the rise, diagnosis is still

an issue. An estimated 93 million people

are afflicted with respiratory ailments

but just about 38 million people get

diagnosed. Our patient-centric efforts

are therefore intensely focussed on

diagnosis as well. Based on our thorough

understanding of patient needs and

doctors, some of the products are

machines for pulmonary tests and

digitally connected tabletop spirometers.

We have even introduced a unique first-

of-its kind breath actuated inhaler. Our

understanding of people’s needs and our

consequent actions are based on what we

see on ground. Our biggest challenge and

determination is changing people’s

perceptions and increasing acceptance of

appropriate treatments. Having said

that, we are constantly investing in

innovative technology to address the

problems of poor device technique and

patient adherence. Additionally, we

continue to find better solutions in terms

of drug formulations for asthma, keeping

pace with the scientific advances globally.

prabhat.prakash@expressindia.com

Our understanding
of people’s needs
and our
consequent
actions are based
on what we see on
ground. Our
biggest challenge
and determination
is changing
people’s
perceptions and
increasing
acceptance of
appropriate
treatments
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GMI RESEARCH has recently

published a new report title

‘Global Neurostimulation 

Market’, which provides in-

depth analysis of neurostimula-

tion market across the globe,

based on product type, indica-

tion, end use and major geogra-

phies for the forecast period

from 2018 to 2025. The report

highlights the major market

drivers propelling the growth

as well as challenges faced by

the market participants. The

research report also provides

market size and forecast for

neurostimulation market. The

report also analyses the com-

petitive landscape, major play-

ers and their strategies in 2018.

The competitive landscape sec-

tion of the report captures and

highlights the recent develop-

ments in the market. 

The global neurostimulation

market exhibited a value of 

$ 5,716.5 million in 2017 and is

projected to reach $14,476.4 

million by 2025, growing at a

CAGR of 12.6 per cent during

2018–2025 on account of fac-

tors, such as growing preva-

lence of diseases treatable with

neurostimulation, increasing

R&D activities for the develop-

ment of innovative neurostimu-

lation products coupled with

rising awareness and high un-

met medical needs. 

Neurostimulation is gaining

traction over conventional pain

management procedures due to

minimally invasive nature of the

surgeries and huge investments

for the development of novel

technologies that can help in

improving healthcare systems

for patients. 

The key factors bolstering

the market growth are increas-

ing prevalence of neurological

disorders, such as epilepsy,

Parkinson’s disease, dystonia,

depression, migraine, and

chronic pain. In addition, strong

clinical needs, expanding re-

search activities and advance-

ment in neural stimulation

technology in combination with

a deeper understanding of the

nervous system are also likely

to drive the market growth dur-

ing the forecast period. 

Implantable spinal cord

stimulator segment held the

largest revenue share in 2017

and is expected to exhibit signif-

icant revenue share during the

forecast period owing to in-

creasing number of people suf-

fering from chronic pain and

rising awareness about spinal

cord stimulator. Introduction of

advanced technologies and

products, such as adaptiveStim

technology, neurowave medical

technologies, MRI safety 

incorporated devices and

rechargeable spinal cord stim-

ulators are likely to aid the mar-

ket growth in the coming years. 

Hospital segment captured

the largest share in 2017 and is

predicted to grow at a CAGR

13.1 per cent during the forecast

period owing to rising patient

emphasis on timely and effec-

tive pain management and in-

creasing number of hospitals

and neurology clinics in devel-

oping countries. Also, signifi-

cant healthcare spending and

increasing government and pri-

vate investments for healthcare

facilities infrastructure are ex-

pected to boost the growth of

global neurostimulation market

during the forecast period. 

According to GMI Research,

major companies are focussing

on research and development

activities in order to develop in-

novative neurostimulation 

devices that are technologically

advanced and are more 

efficient. The introduction of

next-generation Senza II spinal

cord stimulation system,

portable neuromodulation

stimulator (PoNS) device and

MRI safety incorporated de-

vices in the market are ex-

pected to boost the demand

during the forecast period.

Based on geography, North

America held the largest share

in the market in 2017 due to the

presence of well-developed

healthcare infrastructure, grow-

ing awareness among individu-

als about neurostimulation, and

increasing adoption of neu-

rostimulation procedures in the

region. In 2017, Europe regis-

tered a significant growth rate in

global neurostimulation market.

Asia-Pacific is the fastest grow-

ing region in global neurostimu-

lation market and is projected to

exhibit a CAGR of 14.2 per cent

during 2018-2025 due to the

presence of a large patient pool,

rising disposable income, etc. 

Some of the key players 

operating in global neurostimu-

lation market include Boston

Scientific Corporation,

Medtronic, Cyberonics c.,

Nevro Corp, NeuroPace, Depuy

Synthes, NeuroSigma,

Synapse Biomedical, MED-EL.

among others.

The global neurostimulation

market has been segmented on

the basis of product type, indi-

cation type, end users and key

geographies. Based on the

product type, global neurostim-

ulation market has been seg-

mented into implantable and

non-implantable. Wherein, im-

plantable segment includes

deep brain stimulators, sacral

nerve stimulator, spinal cord

stimulators, vagus nerve stim-

ulators and others and non-im-

plantable segment includes

transcranial magnetic stimula-

tion (TMS) and transcutaneous

electrical nerve stimulation

(TENS). Based on indication

type, global neurostimulation

market has been segmented

into chronic pain, movement

disorders, epilepsy and others.

Based on end user, the market

has been segmented into hospi-

tals, ambulatory surgical cen-

ters and specialty clinics.

EP News Bureau

GMI Research publishes Global
Neurostimulation Market report 
Provides in-depth analysis of neurostimulation market across the globe

REPORTS
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ACTIVASE (ALTEPLASE) is currently

the only FDA-approved drug available for

the treatment of acute ischemic stroke

(AIS) in the 8MM (US, France, Germany,

Italy, Spain, UK, Japan and China); how-

ever, novel drugs designed to improve clin-

ical outcomes of AIS patients will start

launching from 2021, which along with the

increasing prevalence of AIS, will fuel AIS

market growth.

GlobalData report, ‘Acute Ischemic

Stroke: Global Drug Forecast and Market

Analysis to 2027’ states that the AIS

pipeline is fairly strong, consisting of

around 36 pipeline candidates under devel-

opment including neuroprotective agents

(44 per cent), stem cell therapies (14 per

cent), and drugs for stroke recovery (11 per

cent). Conversely, the AIS pipeline con-

tains only three thrombolytic drugs and

very few drugs for prevention of stroke re-

currence.

Dr Edit Kovalcsik, Managing Pharma

Analyst, GlobalData, comments, “There is

an immense socioeconomic need for re-

ducing disability following ischemic events,

which explains the fairly robust AIS

pipeline. In the past two decades, AIS man-

agement has focussed on the restoration of

blood flow with progress made through the

extension of the therapeutic time window

for Activase treatment and endovascular

treatments, expanding the eligible patient

population for acute treatment.

“However, due to the challenges and

high attrition rate that characterise the de-

velopment of thrombolytic agents, no new

drugs have launched, and according to the

report, there are no alteplase biosimilars

set to launch within the next ten years ei-

ther.”

Despite demonstrating efficacy at im-

proving survival and neurological out-

come, there are still a number of AIS pa-

tients who do not qualify for intravenous

alteplase. After decades of efforts, compa-

nies have finally shifted their focus towards

the development of drugs that could im-

prove clinical outcomes and restore neu-

rological function in patients after AIS and

have made some progress over the past

year. 

Biogen demonstrated particular com-

mitment in 2018 to grow in the AIS space,

announcing the enrollment of the first pa-

tient in the global Phase III clinical study,

CHARM, to evaluate intravenous (IV)

glibenclamide (BIIB093).

ZZ Biotech announced some encourag-

ing results of its pipeline candidate, 3K3A-

APC, which also demonstrated substantial

reduction in cerebral haemorrhage volume

and 

incidence in AIS patients.

Despite positive results in 2018, San-

Bio’s regenerative cell medicine, SB623, for

patients with chronic motor deficit due to

AIS, unfortunately did not meet the pri-

mary endpoint of proportion of patients

demonstrating at least 10 points of im-

provement from baseline at six months af-

ter treatment on the Fugl-Meyer Motor

Scale (FMMS), 

compared to the placebo group in a Phase

IIb trial.

Dr Kovalcsik concludes, “Despite the

coming new entrants, Roche and

Boehringer Ingelheim, the two companies

that market Activase, are expected to

maintain their leading role in the AIS

space in the next decade without any

threats of another thrombolytic agent or

an alteplase biosimilar entering the mar-

ket. Besides, new entrants are designed to

be used alongside of the standard of care.”

EP News Bureau

Development progress in
2018 for acute ischemic
stroke drugs will fuel
market growth
Novel drugs designed to improve clinical
outcomes of AIS patients will start launching
from 2021
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A SYSTEMATIC review and

meta-analysis was recently

published in the World Journal

of Clinical Cases that asses the

effects of probiotic prepara-

tion Medilac-S (Enterococcus

faecium Rosell-26 and Bacillus

subtilis Rosell-179), as adjunc-

tive therapy in ulcerative colitis

patients. Involving 53 ran-

domised clinical trials and

close to 4,000 patients alto-

gether, this robust meta-analy-

sis concluded that, when used

with conventional drugs, this

probiotic significantly im-

proved chances of clinical re-

mission by 21 per cent, im-

proved symptoms of the

gastrointestinal tract and re-

duced the risk of the anti-in-

flammatory drugs side-effects,

as compared to the drug alone.

Dr Thomas Tompkins, Re-

search Director, Lallemand

Health Solutions and co-au-

thor of the study explains,

“Until now, reviews conducted

on the efficacy of probiotics as

ulcerative colitis adjunctive

therapy were difficult to inter-

pret due to the lack of homo-

geneity in the trials analysed.

The present study is quite ro-

bust and consistent, since it

involves the largest number of

randomised control trials (53),

homogenous in terms of trial

design, disease state, probi-

otic formulation used, and

population. We closely

analysed risk of bias for all

studies. It is probably the

strongest meta-analysis con-

ducted so far with a single

probiotic formulation.” He

added, “Not only the analysis

showed significant outcome in

terms of gut health support,

but also a reduction of the inci-

dence of the side effects in-

duced by anti-inflammatory

drugs, suggesting role for this

probiotic in the prevention of

5-ASA side effects.”

Solange Henoud, Regula-

tory Affairs Director, Lalle-

mand Health Solutions, adds,

“Medilac-S has continuous

records of sale as a drug in

China for over than 30 years,

where it is well-known and

trusted by consumers and

healthcare professionals. In

other instances, the safety

and quality of the strains have

been successfully demon-

strated or notified with non-

objection to other competent

authorities in the three conti-

nents of America, Europe and

Asia.”

Ulcerative colitis is an in-

flammatory bowel disease of

the colonic gastrointestinal

tract that is steadily increas-

ing across the globe. Conven-

tional treatments include

anti-inflammatory drugs. In

China, where the disease is

growing rapidly, probiotics,

and in particular Medilac-S

formula have been used as ad-

juvant therapy for many

years. The 53 clinical trials in-

cluded in the meta-analysis

span from 2007 to 2017.

Potential mechanisms of

action of the probiotic formula

to explain the adjuvant effect

include: improvement of the

gut microbiota balance, im-

mune-modulatory effects,

protection against undesired

microorganisms that may

trigger a recurrence, also, as

recently suggested, a role of

certain probiotics in drug

pharmacokinetics.

EP News Bureau

Large meta-analysis backs
probiotic benefits in gut health 
Focussed analysis of 53 Chinese clinical trials shows efficacy of probiotic
formula Medilac-S as adjuvant treatment in ulcerative colitis and prevention of
anti-inflammatory side effects

UPDATES

NEKTAR THERAPEUTICS

said some patients with 

advanced bladder cancer

treated with a combination of its

experimental treatment and

Bristol-Myers Squibb Co’s im-

munotherapy, Opdivo, showed

signs of tumour reduction in an

early-stage study.

Of the 27 patients with

urothelial cancer, 19 per cent

showed complete response after

being treated with the combo

therapy using Nektar’s NKTR-

214, according to data, which was

presented at the Genitourinary

Cancers Symposium in San

Francisco. The disease, which

can infect any part of the urinary

tract including the renal pelvis

and the bladder, is the sixth most

common type of cancer in the

US, the company said.

The treatment triggered re-

sponse in 48 per cent of 27 pa-

tients, the company said. Seven

out of 16 patients who were ineli-

gible for anti-cancer cisplatin

chemotherapy showed signs of

tumour reduction, while the

same effect was seen in six of the

11 patients who refused the stan-

dard of care.

“When you understand that

more than 50 per cent of patients

are not eligible for cisplatin-

based chemotherapy, I think

there is an unmet need (in treat-

ment of these patients),” Arlene

Siefker-Radtke, the principal in-

vestigator of the trial, told

Reuters. While the treatment

was generally well tolerated, four

out of a total 41 patients discon-

tinued it due to side effects, the

company said. Last February,

Bristol-Myers agreed to pay Nek-

tar $1.85 billion in a global devel-

opment and profit-sharing deal

for testing NKTR-214 in combi-

nation with Bristol’s immuno-on-

cology drugs Opdivo, and Opdivo

and Yervoy in 20 cancer indica-

tions including melanoma, kid-

ney and lung cancers.

Reuters

Nektar,Bristol
combo drug shows
signs of tumour
reduction in
bladder cancer
patients

RESEARCH





EXPRESS PHARMA

March 1-15, 2019

22

RESEARCH

AN ADVISORY panel to the

US Food and Drug Adminis-

tration voted in favour of

Johnson & Johnson’s experi-

mental nasal spray, which has a

compound similar to often-

abused ketamine, bringing the

drug closer to approval.

The panel voted 14-2 in

favour of the drug esketamine,

developed to treat major de-

pression in patients who have

not benefited from at least two

different therapies, saying its

benefits outweighed the risks.

One panel member abstained

from voting.

Esketamine is a chemical

mirror image of anesthetic ke-

tamine, which is also abused

as a recreational party drug

and goes by the street nick-

name 'Special K.'

“I think esketamine has the

potential to be a game-

changer in the treatment of

depression ... I use the term

potential because the issues of

cost and patient accessibility

need to be addressed,” said

Walter Dunn, who voted in

favour of approval.

However, the panel mem-

bers echoed concerns raised

by FDA staffers regarding the

increased risk of sedation, dis-

sociation and higher blood

pressure observed in the

study.

The FDA recommended

implementing a risk evalua-

tion and mitigation strategy

(REMS) programme which in-

cluded ensuring esketamine is

only dispensed and adminis-

tered under supervision.

“Ketamine is a nasty drug

... should (J&J’s) drug get ap-

proved, I think a strong effort

has to be given as part of

REMS ... so that patients re-

ally know what they are get-

ting themselves into,” said

Steven Meisel, another mem-

ber who voted ‘yes’.

Major depressive disorder

affects over 300 million people

globally. About 30 per cent to

40 per cent of these patients

fail to respond to first-line

treatments such as antide-

pressants, most of which take

at least four weeks to show ef-

fect.

However, depression is a

tricky area of development.

Patients in clinical trials often

show a big placebo response,

masking the efficacy of the

drug being tested.

Currently, Eli Lilly and Co’s

Symbyax is the only FDA-ap-

proved drug for treatment-re-

sistant depression.

“There is a lot of potential

for people that just want that

quick fix. I really would be

cautious,” said Kim Witczak, a

panel member who voted ‘no’.

J&J’s esketamine, used in

combination with a newly pre-

scribed antidepressant, works

by restoring the nerve cell

connections in the brain, lead-

ing to an improvement in de-

pression symptoms.

The FDA, although not

mandated to follow the panel’s

recommendation, is expected

to announce its decision on es-

ketamine by March 4.

Reuters

J&J’s nasal spray for depression wins FDA panel backing
The panel members echoed concerns raised by FDA staffers regarding the increased risk of
sedation, dissociation and higher blood pressure observed in the study

GILEAD SCIENCES said that

a late-stage study of a key ex-

perimental drug aimed at treat-

ing NASH, a progressive fatty

liver disease, failed to meet its

main goal.

The study compared the

drug, called selonsertib, with a

placebo treatment in a trial of

nearly 900 patients with com-

pensated cirrhosis, an ad-

vanced form of Nonalcoholic

Steatohepatitis, or NASH.

“While we are disappointed

that the STELLAR-4 study did

not achieve its primary end-

point, we remain committed to

advancing therapies for pa-

tients with advanced fibrosis

due to NASH, where there is a

significant unmet need for ef-

fective and well-tolerated treat-

ments,” Dr John McHutchison,

Gilead’s chief scientific officer,

said in a statement.

Analysts have projected the

market for NASH treatments to

reach $20 billion to $35 billion

as populations with fatty diets

increasingly develop the dis-

ease.

Reuters

Gilead misses key goal in

NASH liver disease trial
Analysts have projected the market for NASH treatments
to reach $20 billion to $35 billion as populations with fatty
diets increasingly develop the disease
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A COMBINATION of Merck

& Co’s immunotherapy

Keytruda and Pfizer's Inlyta

helped patients with advanced

kidney cancer live longer than

those receiving and older

Pfizer standalone therapy, ac-

cording to data from a late-

stage study.

Nearly 90 per cent of pa-

tients who received the combi-

nation therapy were still alive

after 12 months compared with

about 78 per cent of patients

who were alive after a year

when treated with the older

drug Sutent, data showed.

Merck released interim

data from the trial, saying the

combination reduced the risk

of death by 47 per cent com-

pared with Sutent.

The findings add to an arse-

nal of positive clinical data for

Keytruda, which is approved to

treat several types of cancer,

making it by far Merck’s most

important growth driver.

Patients who received the

Keytruda/Inlyta combination

also went longer before their

disease started to worsen, a

measure known as progres-

sion-free survival (PFS). Me-

dian PFS was 15.1 months for

the combination versus 11.1

months for those treated with

Sutent. Results from the trial

of 861 previously untreated pa-

tients were presented at a can-

cer meeting in San Francisco

and published in the New Eng-

land Journal of Medicine.

The Keytruda/Inlyta com-

bination, if approved, could

provide serious competition

for Bristol-Myers Squibb Co’s

immunotherapy combination

of Opdivo and Yervoy. That

therapy, currently considered

a gold standard for previously

untreated advanced kidney

cancer patients, has shown a

67 per cent survival rate after

two years.

A similar kidney cancer

trial pitting Sutent against a

combination of Inlyta and the

immunotherapy Bavencio, sold

by Pfizer and Germany’s

Merck, was also presented.

The Bavencio combination

led to a median PFS of 13.8

months compared with 8.4

months for Sutent.

While full overall survival

data was not yet available, at

the end of 11.6 months, 37 of

442 patients in the Bavencio

arm of the study had died,

while 44 of 444 patients in the

Sutent group had died after

10.7 months, researchers said.

“Both combinations are 

expected to become new stan-

dards of care and to be incor-

porated into future (treat-

ment) guidelines,” Bernard

Escudier from France’s Gus-

tave Roussy Cancer Campus

said in an editorial in the New

England Journal of Medicine.

Immunotherapies help the

immune system to recognise

and attack cancer. Inlyta is a

newer chemotherapy than Su-

tent that is also approved to

treat advanced kidney cancer.

In the Keytruda trial, four

patients died from what were

deemed to be treatment-re-

lated side effects versus seven

in the Sutent group.

Reuters

Merck, Pfizer drug combo extends kidney cancer survival: Study
Merck released interim data from the trial, saying the combination reduced the risk of death by 47
per cent compared with Sutent

BAYER IS banking on the mild

side effects of its experimental

prostate cancer drug darolu-

tamide, as it prepares to take on

established rival products by

Pfizer and Johnson & Johnson.

The drug, tested on early

stage prostate cancer that does

not respond to hormonal ther-

apy, was shown to be safe to use

with only fatigue as the most seri-

ous side effect, Bayer said, citing

a phase-three study that could

be decisive for regulatory ap-

proval.

Given the cancer is not yet

spreading and patients are still

relatively unburdened by the dis-

ease, a drug’s tolerability is a key

concern for the generally elderly

men taking it, said Robert La-

Caze, Head of Oncology, Bayer.

“Patients may be on this drug

for two to three, maybe four

years ... it really does fit this pa-

tient population, we feel, much

better than maybe some of the

alternatives available today,” he

said.

Some initial results of the

phase three trial were released

earlier this week and sparked

disappointment. 

The details showed darolu-

tamide held off metastases for

nearly two years when com-

pared to a placebo but analysts

doubted this would give darolu-

tamide an edge over approved

drugs Xtandi by Astellas and

Pfizer as well as J&J’s Erleada.

Bayer is in discussions with

regulators about a request for

marketing approval and esti-

mates annual peak sales of at

least 1 billion euros ($1.13 billion).

Darolutamide is also being

tested on advanced prostate

cancer with metastases, a poten-

tially bigger market.

Reuters

Bayer stresses drug’s
tolerability in bid for prostate
cancer market
The company is in discussions with
regulators about a request for marketing
approval and estimates annual peak sales
of at least 1 billion euros
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A
ptar Pharma, a leading

provider of innovative

drug delivery systems,

has announced that their re-

cently-launched QuickStart for

Injectables has won Best Inno-

vation in Packaging Material &

Component category at the 2019

Pharmapack Awards in Paris,

France. QuickStart Injectables

is a sterile, Ready-To-Use (RTU)

drug development offering de-

signed specifically to accelerate

the development time for start-

ups and early stage develop-

ment, R&D, biotechs, and uni-

versity research organisations.

Aptar Pharma launched this

highly-innovative injectable de-

velopment package in October

2018 at CPhI Worldwide in

Madrid. Aptar Pharma also an-

nounced at Pharmapack 2019

that the award-winning Quick-

Start development package is

now available for online pur-

chase via the Aptar Pharma

website utilising a convenient,

easy-to-use configurator, fur-

ther simplifying access for re-

search scientists and drug de-

velopers with a click of a button.

QuickStart comes with several

other key scientific benefits.

QuickStart Injectables provides

a one-stop packaging solution,

which allows developers to fo-

cus on their science and chem-

istry. QuickStart arrives RTU to

the point of use, which reduces

the number of human/product

interactions while at the same

time optimising manufacturing

productivity, as the vials, stop-

pers, and caps can be used im-

mediately upon receipt and di-

rectly introduced into restricted

access barrier systems (RABS)

or isolators. 

QuickStart Injectables

comes with gamma-sterilised

stoppers and push-off caps, and

ETO-sterilised vials to provide

customers with better quality,

real flexibility, convenience, and

speed. The package, complete

with glass vials from Schott,

elastomeric stoppers from Ap-

tar Pharma and push-off caps

from EMA Pharmaceuticals,

provides everything needed for

the small-volume filling of high

value formulations. 

QuickStart Injectables is

also able to cater Photo cour-

tesy of Aptar Pharma to differ-

ent sizes and configurations of

vials, stoppers, and caps. The of-

fering also includes all of the

quality and technical documen-

tation required to verify the

sterilisation and compatibility

(CCI) of components, which

serves to proactively address

regulators’ needs and accelerate

approval. 

Bas Van Buijtenen, Presi-

dent, Aptar Pharma Injectables

Division, comments, “We are de-

lighted that QuickStart Injecta-

bles has won ‘Best Innovation in

Packaging Material & Compo-

nent’ at this year’s Pharmapack

Awards. With QuickStart, we

are enabling small scale sterile

fills for innovative drug compa-

nies. Because we offer a small

scale packaging solution identi-

cal to what will be used for large

scale fills, these innovators gain

reliability and time in their drug

development pipeline.” 

Adam Shain, Aptar

Pharma’s Director, Global Busi-

ness Development – Injectables,

adds, “Winning the Pharma-

pack innovation award is a

recognition of an industry need

for fast development solutions.

QuickStart Injectables is all

about convenience, speed, and

quality by enabling companies

to have a quick and positive de-

velopment experience. This

need for speed and convenience

is what drove us to make Quick-

Start available online, because

we recognised that when devel-

opers are starting out, it is not

always obvious how to procure

the packaging they require. The

success of QuickStart Injecta-

bles demonstrates a true team

effort bringing together the best

solutions from Schott, Aptar

Pharma, and EMA Pharmaceu-

ticals. Together, we are able to

deliver a robust and easy-to-use

solution, which lets our pharma-

ceutical partners focus on the

drug product, while we take

care of the packaging. I look for-

ward to the continued success

of Aptar Pharma QuickStart.”

EP News Bureau

Aptar Pharma QuickStart 
Injectables bags award
QuickStart Injectables is a sterile, ready-to-use drug development offering designed specifically
to accelerate the development time for start-ups
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RESEARCHERS IN the

School of Pharmacy at the Uni-

versity of Nottingham have

been using Dolomite Microflu-

idic’s chips to enhance their

work on drug encapsulation

and therapeutic delivery. 

Dr Veeren Chauhan, Research

Fellow in the Advanced Mate-

rials and Healthcare Technolo-

gies (AMHT) group, working

with Dr Jonathan Aylott and

Dr Amjad Selo, explained, “We

have been using Dolomite chips

since the end of 2017 and, since

then, have continuously manu-

factured an array of uniformly-

sized PLGA particles. We can

fine-tune the system set-up, de-

pending on the downstream re-

quirements, to provide a con-

sistent particle shape and size,

as well as control drug release

parameters. These attributes

are key to ensuring the correct

dose of drug is maintained,

achieving maximum therapeu-

tic benefit without unwanted

side-effects.”

Amjad added, “We are opti-

mising conditions to produce

fluorescent PLGA to act as a

biosensor, storing and releas-

ing biological medicines depen-

dant on environmental

changes. These novel particles

can detect and monitor specific

analytes in the body and, due to

their fluorescent properties,

can be used to assess biochem-

ical interactions and processes

within cells.”

“Using Dolomite’s microflu-

idic chips has significantly en-

hanced the innovative work we

are able to perform. The

beauty of using such small

chips means we can produce

vast quantities of particles,

while occupying very little lab

space, and can ensure a contin-

uous flow of homogeneous, re-

producible particle batches,”

Veeren concluded.

EP News Bureau

Fluorescent biosensors used as tools for
drug therapeutics
Researchers in the School of Pharmacy at the University of Nottingham have been using
Dolomite Microfluidic’s chips to enhance their work on drug encapsulation

STARTING THIS month,

SCHOTT KAISHA will host a

roadshow in five Indian cities

— Chandigarh, Ahmedabad,

Mumbai, Bengaluru and Hy-

derabad to ensure that its cus-

tomers are up to date with in-

dustry trends and best

practices. The Indo-German

joint venture aims to promote

optimal process-driven tech-

nologies and their impact on

Type 1 primary packaging glass

containers for life saving drugs.

To be held over two weeks,

the roadshow will provide cus-

tomers and potential partners

key insights into the manufac-

turing process of primary

pharma packaging, the ad-

vanced technology SCHOTT

KAISHA uses and the impact

that this technology has on the

container during the conversion

process. This will give partici-

pants a clear understanding on

the importance of conversion

process in tubular glass manu-

facturing. In addition, the event

shall also showcase SCHOTT

KAISHA’s upcoming product

portfolio, tailor-made design

and development capabilities.

Rishad Dadachanji, Director,

SCHOTT KAISHA shares, “We

have always believed in not find-

ing customers for our products,

but in finding products for cus-

tomers. This is only possible by

following an inclusive growth

strategy by developing technolo-

gies in collaboration with our

partners. That is why we have al-

ways worked with our partners

to ensure product compatibility

between their solutions and

ours. The roadshow is thus, not

only a platform to bring us

closer, but also an opportunity

for our partners to showcase

unique solutions available with

them.”

It is for the first time that a

pharma packaging company is

taking such a grand initiative

to bring together a wide array

of customers from all functions

(including FR&D, Packaging

Development, Production,

Quality and Procurement) un-

der one roof in multiple cities

over a short period of time.

Moreover, SCHOTT KAISHA

will be hosting industry part-

ners such as ACE Technolo-

gies, Aptar Pharma, Datwyler,

Kaisha Lifesciences, Nemera,

Packwell Industries, Shakai

Packaging, Smart Skin Tech-

nologies, Snowbell Machines,

Sovereign Pharma and Vanrx

Pharmasystems.

EP News Bureau

SCHOTT KAISHA to organise roadshow in five Indian cities
First-of-its kind roadshow will bring multiple customers, partners and prospects together

The roadshow will provide customers and
potential partners key insights into the
manufacturing process of primary pharma
packaging, the advanced technology 
SCHOTT KAISHA uses and the impact that 
this technology has on the container during 
the conversion process
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and chemical industries require

suppliers to meet challenging

standards in areas of hygiene,

sealing, operating reliability, 

fitting and providing efficient

after-sales service.

Clean room environment is

required at a place where there

is high risk of air contamination

through environmental pollu-

tants like dust, airborne mi-

crobes, aerosol particles and

chemical vapour. Designed for

excellence, Gandhi Automa-

tions PCR clean room doors

provide optimum solution for

the needs in pharmaceutical,

hospitals, commercial and re-

tail environment where there is

a need for clean air. The clean

room doors are custom made to

suit the requirements of these

sectors. The clean room door

helps in preventing the dust

particles or pollutants enter

into the room. The door is insu-

lated with high quality PU and

there is a provision for double

insulated glass vision panel.

Available in variants like single

leaf and double leaf, Gandhi 

Automations PCR clean room

door is made of high-quality

material with absolute 

insulation.

Cleanroom doors feature an

almost airtight seal, which min-

imises pressure drop and pro-

tects the environment against

drafts, humidity, dust and dirt.

The doors comply with interna-

tional cleanroom standards and

are certified from Fraunhofer

Institute. They are ideal for

cleanroom applications in 

pharmaceutical, chemical, 

electronics and micro-mechan-

ics industries.

Fast opening- and closing-

speed helps control air ex-

change and reduces contami-

nants. A break-away system

ensures maximum safety for

personnel and equipment.

Gandhi Automations
Prime Clean Reset (PCR)
Gandhi Automations PCR of-

fers perfect sealing and re-

quires very little space. Excep-

tional reliability and smooth op-

eration are insured by a motor

driven frequency inverter. This

technology ensures a soft start

and stop, which increases

longevity of the motor consider-

ably. To increase natural light-

ing, the door curtain can be

equipped with windows or vi-

sion panels.

PCR is a compact, airtight

door for medium-sized applica-

tions. With an integrated motor,

it is the most space-efficient

cleanroom door in the market.

Fast operating-speed and 

perfect sealing reduce energy

use and filtration costs. To in-

crease natural lighting, the door 

curtain can be equipped with

windows or vision panels.

PCR is designed for

medium-sized openings. It pro-

vides high air-tightness and fast

operating-speed. Contactless

safety edge prevents accidents

even under high speeds. Gandhi

Automations PCRRR300 Clean

is also available with an optional

contactless actuator that makes

it possible to open the door with

a simple wave of a hand. This

reduces the risk of contami-

nants passing between your

hand and the door side frames.

Clean room doors (Prime

Clean Reset) are designed for

inside applications requiring

limitation of leak flow. The per-

fect sealing properties of Prime

Clean Reset provide environ-

mental control and protect the

inside environment against

draughts, dust and dirt. Clean

room doors provided also has

self-repairing system.

Contact details

Gandhi Automations

Chawda Commercial Centre,

Link Road, Malad (West),

Mumbai - 400064, India

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

Custom made clean room doors 
suitable for pharma sector 

PRODUCT
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Established in 1983, Uflex is In-

dia’s largest flexible packaging

company and an emerging

global player. U-flex has a formi-

dable market presence in more

than 85 countries, a multi-bil-

lion dollar turnover, with state-

of-the-art manufacturing facili-

ties in India, Dubai and other

locations around the world.

Challenges
A cool, dust-free environment,

with positive pressure in the de-

partment, is critical for any

print and packaging related in-

dustries. These conditions can

only be maintained by 100 per

cent fresh-air systems.

One of Uflex’s Indian plants

is situated at Noida, Uttar

Pradesh, where the tempera-

ture shoots up to 45°C in the

summer. Spread over an area of

100,000 square feet, the plant

was equipped with air washers

since its inception. But the air

washers failed to meet fully the

requirements. The cooling was

not adequate and air washer

added a too much moisture in

the factory space.

The management then re-

placed all their existing systems

with a centrally air-conditioned

system for the entire plant with

a total capacity of 800 TR. The

power consumption of the air

conditioning system added sub-

stantially to the already huge

operating cost of the plant.

Also, for energy efficiency rea-

sons, the air conditioning sys-

tem recirculated the same air

over and over again. Hence the

fumes generated in the printing

processes were recirculated too

without an escape route, result-

ing in severe deterioration in

the indoor air quality (IAQ).

Solution
Dissatisfied with both the above

systems, the management de-

cided to look at other alterna-

tives that give the appropriate

amount of cooling, a dust free

environment, maintain ade-

quate positive pressure, and are

economical at the same time.

This is why they approached

HMX for a solution based on

HMX's much-sought after

IDEC (Indirect Direct Evapora-

tive Cooling) technology.

Based on the heat load cal-

culations and process require-

ments, HMX installed 14 HMX-

Ambiators (IDEC technology),

with a combined capacity able

to deliver 420,000 CFM into U-

Flex’s process area.

Result
The HMX-Ambiators proved to

be the perfect solution for

Uflex. The installation met the

requirements of adequate cool-

ing, maintaining a dust-free en-

vironment with positive pres-

sure in the company’s printing

area, and did so very economi-

cally. HMX’s Ambiators also

add significantly less moisture

as compared to a conventional

air washer system, thereby in-

creasing process efficiency.

The HMX-Ambiators pro-

vided 100 per cent fresh air, yet

were able to save 70 per cent of

the energy of the previously in-

stalled 800 TR water-cooled

chiller.

The HMX solution not only

continuously saves operating

expenditure, but also costs con-

siderably less when compared

to a central air-conditioning

system. The staff is also very

pleased with the good IAQ 

(Indoor Air Quality) provided

to them.

The management is proud

to be using an eco-friendly

product, and is so happy with

the performance of the HMX-

Ambiators that it is now replac-

ing all their legacy systems

with HMX-Ambiators across

India.

Contact details

ATE ENTERPRISES 

(Business Unit: HMX)

T | +91 - 80 - 2372 1065 / 

2372 2325

E | ambiator@hmx.co.in

W | www.hmx.co.in /

www.ateindia.com

Maintaining positive pressure becomes 
cost effective for Uflex
The HMX solution not only continuously saves operating expenditure, but also costs considerably
less when compared to a central air-conditioning system.An insight

VALUE ADD

Equipment Capacity Power consumed (kW)

Air conditioning system(screw type water cooled) 800 TR 880

HMX-Ambiators 420,000 CFM 252

IDEC Technology
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MANY SMOOTHIE fans 

already use the Internet to

search for creative new

recipes. But then, they resort

to the time-consuming and of-

ten messy approach of going

out and buying the ingredi-

ents, taking them home and

pureeing them.

The faster, easier way to

get the ultimate smoothie ex-

perience is to order your pre-

ferred mix online – say 60 per

cent banana, 20 per cent

cherry, 10 per cent pineapple

and 10 per cent kiwi — and

have your custom smoothie

delivered straight to your

door. And, what if you could

also pick the colour of the cap

and the design on the label?

Many experienced producers

would call this wishful think-

ing. After all, until now it has

hardly been possible to make

personalised products in a

way that is profitable.

More flexible 
manufacturing
In traditional mass produc-

tion, conveyor belts carry

products at fixed intervals

and constant speed through a

variety of processing stations

before they are packaged for

sale. “This approach no

longer meets the needs of to-

day's consumers,” argues

Robert Kickinger, Mecha-

tronic Technologies Manager,

B&R. The young generation

of digital natives enjoy the

ability to express their indi-

viduality through products

tailored to their needs and

preferences – and they are

willing to pay a premium for

them. To address this market

and remain competitive, man-

ufacturers are challenged to

make their production lines

more flexible.

So, how can it be done?

One way is to replace conven-

tional conveyor belts with in-

telligent track-based trans-

port systems. “In some cases,

however, it's not necessary to

do so for the entire line,” says

Kickinger. That’s why B&R

designed its intelligent ACO-

POStrak transport system to

interact perfectly with con-

ventional conveyor belts.

“Many times, all you need to

make a personalised product

is one short section of flexible,

intelligent, track-based trans-

port,” says Kickinger. The

products can be carried

through the rest of the line as

usual. Such a hybrid ap-

proach combines the flexibil-

ity of the intelligent track

with the low cost of conven-

tional belts.

Easy hand-off
In some cases, this makes a 

hybrid solution the most cost-

efficient response to the needs

of flexible manufacturing.

“The key is being able to trans-

fer the products between sys-

tems without assistance from

an operator or robot,” reveals

Kickinger. With B&R’s solu-

tion, this is made possible by

the special construction of the

shuttles. They are held on the

track by magnetic force and

on the conveyor belt by fric-

tion. Continuous guide rails

keep them on the right path.

While the conveyor belt

moves the products with con-

stant speed and spacing, each

shuttle on the ACOPOStrak

segment can be controlled in-

dependently with a minimum

product pitch of 50 millime-

ters. With the rigid timing of

Flexibility meets cost efficiency
An intelligent transport system makes mass customisation profitable. Personalised 
products such as custom-mixed smoothies can be produced cost efficiently.
Producers are finally free to explore the endless possibilities of product individualisation.
B&R Industrial Automation gives an insight

VALUE ADD
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the conveyor belt no longer in

effect, batch-of-one personali-

sation can begin.

It becomes easy to vary

transport speed and process-

ing times at filling, capping

and custom labeling stations.

Integrating just a short seg-

ment of ACOPOStrak into a

conveyor system adds the

flexibility needed for prof-

itable mass customization.

Notes Kickinger proudly:

"Producers are finally free to

explore the endless possibili-

ties of personalisation."

Cost-effective solution also

saves space ACOPOStrak’s

modular design allows seg-

ments of different lengths to

be integrated into conven-

tional conveyor systems –

“and that includes existing in-

stallations,” emphasizes

Kickinger. For a 100-metre-

long production line that only

needs 10 metres of intelligent

transport, that leaves 90 me-

ters of conventional conveyor.

Each ACOPOStrak seg-

ment has an integrated drive

assembly. “The power elec-

tronics and a powerful proces-

sor are built into the motor,”

explains Kickinger. There is

no need for any additional in-

verters or motion control

units, which would not only

add substantial cost, but con-

sume a great deal of space in

the control cabinet. As a re-

sult, the combination of ACO-

POStrak and conveyor belts is

a very compact, space-saving

solution.

Kickinger adds, “Hybrid

solutions significantly expand

the range of potential ACO-

POStrak applications.” Many

lines could benefit from

greater flexibility, and achiev-

ing it will now be economically

feasible. After all, “Just a

small dose of intelligence is of-

ten all it takes to make batch-

of-one mass customisation

profitable.”
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An ISO:9001:2015 Certified Company
Complete Turnkey Solution Providers to Pharma Clean Rooms & Equipment Manufacturers

Karbosh Engineers Pvt. Ltd.
212/213, Creative Industrial Premises, Sundar Nagar, Road No. 2,  Kalina, Santacruz-(E), Mumbai - 400 098.
Tel: 022-26663115, Mob: +91-9821502366 | Email- karboshengg@yahoo.in / contact@karboshengineers.com

Air Handling Unit

Dynamic Pass Boxsampling Booth

Static Pass BoxCupboardsCross Over Bench

Laminar Air Flow

Movable Ladder

HVAC System 
(High & Low Side) and Clean Room

Gangwal Chemicals

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

HPC - HYDROXY PROPYL CELLULOSE

Cellulose based- Non interfering

Provides good stability

Suitable for high dose formulations

For Direct Compression process

Easy disintegration 

Available in many grades to suit your formulation requirements

A Powerful binder 
& disintegrating facilitator

Distributed by Gangwal Chemicals – leaders in Pharmaceutical Excipient

NISSO HPC - A Japanese Excipient 
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Domino Printech India LLP

Corporate office- Plot No. 167, HSIDC, Udyog Vihar, Phase I, Gurgaon- 

122016, Haryana, India

Tel: +91 124 488 6100, marketing@dominoindia.com

For almost 40 years, Domino has been a leading global producer of 

innovative printing, coding and marking solutions for the Pharmaceutical 

and healthcare industries.This equates to extensive experience in 

serialization support.

Our technology enables manufacturers and CMO’s to comply with the 

validation requirements of Good Manufacturing Practice (GMP) and 

emerging global legislative standards, such as the DQSA, helping to 

secure the supply chain from Product to Pallet.

Trust the experts.
Contact Domino to discuss your serialization 
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TO APRIL - 2019
NEW YORK, USA

BOOTH#

02 04 3953

FKM Rubber Tube

Self Adhesive Profiles
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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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LABORATORY EQUIPMENTS

REMI SALES & ENGINEERING LTD.
Remi House, 3rd Floor, 11 Cama Industrial Estate, Walbhat Road,
Goregaon (East), Mumbai - 400 063. India
Tel: +91 22 4058 9888 / 2685 1998 Fax: +91 22 4058 9890
E-mail: sales@remilabworld.com l Website: ww.remilabword.com

Walk-in chamber

Deep freezer

Single Door Refrigerator Cyclomixer Mini Rotary Shakers Incubator Shaker

Refrigerated Centrifuge

Lab Stirrers

Hot Plate Magnetic 
Stirrers

Laboratory Centrifuge

Innovative Products For Critical
ApplicationsPHARMA

Wadala Shree Ram Indl. Estate, Unit No. C-32, 
3rd Floor G.D. Ambedkar Marg, Wadala, Mumbai-400031, Maharashtra, India
Phone: +91 22-43560413 • Fax: +91 22-43560425
Email: priyanka@shahbros.com • Web: www.shabros.com

Shah Brothers
Industries Served:
• Pharma & Biotech
• Chemical
• API
• Food & Beverage
• Petrochemical
• Cosmetic

Silicone 
Tubings
and Hoses

Sterile 
Connectors

Clean room 
Ready to use 
Disinfectants

Gamma 
Irradiated 
Tube 
Assemblies

Cartridge 
Filters and 
Housings

Flexible 
PTFE 
Hoses

Single-Use
Bioprocesing
Bags
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 Drop-Down Garment With Hood

Why BioClean? 
The BioClean-D Range Provides Full Head-To-Toe Coverage In Various 
Combinations Of Coveralls, Hoods, Sleeve Covers, Lab Coats And 
Overboots, & Is Available In Both Sterile And Non-Sterile To Suit All 
Controlled Environments. 

Antistatic Clean Tough Fabric

ISO Class 4 Compatible

Low Linting

Aseptic Donning Technique

Eliminate The Risk Of The

Garment Touching The Floor

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

Drop Down Garment :

ISO 9001 - 2015 Certied 

™

June Range of Products 
for free download look for

JUNE4GMP
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INTERNATIONAL EXHIBITION FOR THEINTERNATIONAL EXHIBITION FOR THE

FLAVOURS & FRAGRANCESFLAVOURS & FRAGRANCES
INDUSTRYINDUSTRY

16-17 April, 2019
MUMBAI

BOMBAY EXHIBITION CENTRE
GOREGAON (E), MUMBAI, INDIA.

Time: 10:00 am to 7:00 pm

E X P O
United By Senses

2
0

1
9Flavours &

Fragrances
Fragrances

r l d
COMPLETE INSIGHT OF THE FLAVOUR & FRAGRANCE MARKET

w

Powered by:

Organised by:
FOR STALL BOOKING & SPONSORSHIP CONTACT:
Tel: +91 9833733117 |+91 7700044217| 218 |220
Email: sales@flavoursandfragrancesexpo.com | info@flavoursandfragrancesexpo.com 
Web: www.flavoursandfragrancesexpo.com

Fragrances  |  Flavours  | Essential oils | Aroma  Chemicals |Fruits,  Floral,  Spice  &
Herbal    Extracts  |  Halal,  Organic   &  Natural   fragrances  | Aromatic    Plants  &
Ingredients   |  Raw   Materials  |    Oleoresins   &    Floral    Concretes  | Straights  &
Mechanical  Processed  Extracts |Natural Food Colors | Aerosols | Cans & Bottles|
Primary & Secondary Packaging | Private Label|Pumps & Sprays|Closure & Caps| 
Contract  Manufacturing | Technology Systems |Equipment’s & machinery

EXHIBITOR CATEGORIES

HURRY UP!
OUY RKO

O
B

VISITOR CATEGORIES
Cosmetics & Personal Care|Soaps & Detergents|Toiletries | Household  Care |
Floor  Cleaners | Hair-care | Air care |  Incense  Sticks  |  Perfumes   &   Deo’s|
Beverages | Cold Drinks | Dairy  |  Ice- Creams |   Confectioneries|    Bakery| 
Snacks & Savories|Nutritional Products|Pharmaceuticals|Importers|Exporters|
Traders| Distributors |Government Bodies | Trade Associations | Publications 

ALLIED EVENTS

F&F
Academic

2 0 1 9

WORKSHOPLIVE DEMOS

ENERGIZE

orkintw ge SoN lp uo tt ioS nenO

SUPPORTING ASSOCIATIONS

MEDIA PARTNERS

FOOD INDUSTRY
INDIA’S ONLY FOOD PROCESSING INDUSTRY & TRADE MAGAZINE HAVING MAXIMUM PRESENCE IN NATIONAL & INTERNATIONAL EVENTS

Agri Business &Agri Business &

Sk India
कौशलकौशलभारतभारत कुशलशल भारतभारत-

IN RACT
CONFERENCE
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PHARMA LIFE

P
rincipal K M Kundnani

College of Pharmacy re-

cently celebrated 48th

Annual Day (Sunehre Din). The

event was well attended by 

students, parents, staff and

alumni of the college.

The event was a medley of

dance, drama and other enter-

tainment programmes. The

chief guest for the function was

Dr Abhay Wagh, Director, 

Directorate of Technical Edu-

cation, Maharashtra state. He

emphasised on the importance

of technology in driving the

country’s economy to higher

levels.

The Guest of Honor, Madhu

Utamsingh, the distinguished

alumnus, shared five mantras

of success to the students. 

Dr Bharti Nadkarni, VP, Sun

Pharma, was felicitated as the

‘Alumnus of the Year.’ She

spoke strongly on woman em-

powerment and urged all

women in the pharma profes-

sion to enter into the corporate

arena. Prizes were distributed

at the hands of the guests and

by the Principal Dr Urmila

Joshi. The annual day in-

charge was Dr Archana Gurjar

and the Student General Secre-

tary was Venessa Lobo.

EP News Bureau

Principal KM Kundnani College of Pharmacy
celebrates 48th Annual Day
Dr Bharti Nadkarni,VP, Sun Pharma, was felicitated as the 'Alumnus of the Year' during the event

CAMPUS BEAT

❒ 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

CONTRIBUTOR’S CHECKLIST
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