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EDITOR’S NOTE

O
n March 11, the WHO characterised

COVID-19 as a pandemic. While this

sounds scary, WHO Director-General

Dr Tedros Adhanom Ghebreyesus took

pains to point out that the epidemic

seems to have stabilised in China and the Republic

of Korea, which are two of the four countries with

more than 90 per cent of the cases. While China was

the origin, secondary disease hot-spots have now

emerged in South Korea, Italy and Iran.

The infection in India seems to be reaching its

peak, with the first death on March 12, and the total

number of positive COVID-19 cases standing at 75 as

on March 13. This includes 17 foreign nationals

currently in the country who have tested positive.

The number of new cases being confirmed per day

across various states, currently in the high teens, 

is predicted to rise, following the trend observed 

in China.

The ripple effect of COVID-19 continues.

Individual states are shutting down cinemas, gyms

and asking schools to shut except for conducting

examinations. Industry events are also being

postponed. For instance, iPHEX-2020 scheduled

over May 6-8, has been postponed. Those that are

being held, like the PharmaTech Expo & LabTech

Expo 2020, organised from March 4-6 at Bombay

Exhibition Centre, Mumbai, gave away free hand

sanitisers to visitors as a reminder to take

precautions.

On the other hand, alarm over the spread of

COVID-19 has resulted in a spike in sales of

medicines in February. According to data from

AIOCD AWACS, sales of medicines at the retail level

increased by more than 4 per cent in February, and a

volume growth of 3.8 per cent over the previous

month. Eight of the top 10 therapies registered a

double digit growth. The top three therapies in

terms of growth were respiratory (17.9 per cent),

anti-infectives (14.1 per cent ), and cardiac (13.3 per

cent). In the respiratory section, 18 sub-groups grew

by an average of 16.8 per cent growth, while among

anti-infectives, the top 8 sub-groups had an 18.7 per

cent average growth.

The reason for this growth is obvious: panic

buying and stocking medicines for the next few

months in anticipation of shortages due to the

shutdown of API factories in China. Business

intelligence agency AIOCD AWACS also attributes

this growth to February generally seeing an increase

in viral infections, which explains the higher growth

in both respiratory and anti-infectives sections.

Given these factors, this growth may not sustain.

The situation has also seen e-commerce

platforms step up to meet shortages. While stock

levels have been increased to meet demand, there is

no doubt that inventory levels are being tracked

more closely. COVID-19 has thus been a tough lesson

in inventory management across the pharma supply

chain.

The cover story in the March 16-31, 2020 edition of

Express Pharma suggests that similar silver linings

can result in the COVID-19 cloud. For instance,

policies to incentivise the setting up of bulk drug and

API manufacturing plants can be fast-tracked.

However, setting up new facilities will take time. A

better solution seems to be the upgrading/revamp of

older existing facilities, either as PPPs, etc.

But have we missed the bus already? China is

already revving up. While ground-zero Wuhan city

might need eight weeks or so to get back to some

normalcy, other regions are due to start dispatching

KSMs and APIs in about two to three weeks.

There are already reports that Chinese

authorities are holding back exports of some APIs

and KSMs. This could be for two reasons. Once,

since this is a new virus, nothing much is known

about the chances of a recurrence of COVID-19

infection, even in patients who have recovered.

Secondly, the Chinese authorities might be creating

an artificial scarcity so that prices can be hiked to

make up for the lost time.

Even as we need to scale up the manufacture of

APIs and KSMs, it is right that the government takes

time to frame these policies. Pharma manufacturing

is one of the most polluting industries worldwide and

the government will have to ensure that no short

cuts are taken with regards to impact on the

environment, effluent treatment and discharge. As

WHO Director-General Dr Tedros Adhanom

Ghebreyesus cautioned in his March 11 address

declaring COVID-19 as a pandemic, “All countries

must strike a fine balance between protecting health,

minimising economic and social disruption, and

respecting human rights.”

Policymakers
will have to

balance
incentives for
the pharma

sector to scale
up production

with strict
monitoring on
environmental

controls and
retail prices

Lessons from COVID-19

VIVEKA ROYCHOWDHURY Editor

viveka.r@expressindia.com
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V
AV will be organising a

one-day seminar on

drug delivery systems

in Mumbai on March 27. The

theme of the seminar will be

'Phospholipids: New Horizon

for Drug Delivery'.

"This one-day seminar will

be an excellent opportunity for

industry professionals and sci-

entists from formulation, ana-

lytical or process development

who understand the opportu-

nities in NDDS and liposomal

delivery including the

505(B)(2) pathway presents

and yet see challenges in for-

mulating or analyzing novel

delivery systems," a press re-

lease issued by the company

stated.

Lecithins and Phospholipids

can significantly improve solu-

bility, stability and bioavailabil-

ity of drugs, enhance the drug

design and speed up the drug

development process. The

event participants will get fo-

cused sessions on all relevant

topics connected to Lipidic

drug delivery.

The conference will also

consist of presentations by

subject experts and guest

speakers, talks, real-time case

studies and plenty of network-

ing opportunities. Attendees

will be able to directly apply

their learnings from this semi-

nar to their daily formulation

development work.

The event will also offer

participating students an op-

portunity to present their

phospholipids based research

papers followed by a special fe-

licitation ceremony for their

outstanding research work.

Focus topics will be:
1. Application of Phospholipids

in different types of drug deliv-

ery systems

2. Regulatory advantages of

phospholipids based formula-

tions

3. Tailored release profiles

4. Journey to the unexplored

Contact for more informa-

tion:

Tanvi Gavankar – Scientific

Communication

tanvi@vav.in

+91 22 22836802 ext.33

VAV to hold a seminar on drug delivery
systems in Mumbai
The event will also offer participating students an opportunity to present their phospholipids based
research papers followed by a special felicitation ceremony for their outstanding research work
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POST EVENT

'I
ndia Pharma and India

Medical Device 2020’,

organised by FICCI,

jointly with the Department of

Pharmaceuticals, Ministry of

Chemicals and Fertilizers, Gov-

ernment of India is currently

undergoing in Ahmedabad.

The three-day event will wit-

ness a conglomeration of poli-

cymakers, national and inter-

national leaders from medical

technology industries, aca-

demic and research fraternity.

DV Sadananda Gowda, Min-

ister of Chemicals and Fertiliz-

ers, said that the Indian phar-

maceuticals and medical

devices sector has the potential

to become the world leader and

government will provide all

necessary support. According

to him, India today is a major

hub for medical devices and di-

agnostics. There have to be

certain interventions by the

government as far as polices

are concerned.

He said that affordability of

the medicines is one of the

prime concerns of society. “In

developing countries where a

large section of the population

is poor and out of pocket ex-

penses are very high, afford-

ability of the medicines is one

of the prime concerns of the so-

ciety,” he added.

Gowda emphasised that the

government is making all ef-

forts to boost the Indian

pharma and medical devices

sector. He said, “In countries

where R&D are taken care of,

where academia and industry

collaborate in order to build a

strong R&D ecosystem. In In-

dia, we need to follow this. The

government has initiated vari-

ous steps for strengthening the

Indian pharma and medical de-

vices sector.”

Speaking on the COVID-19,

Gowda said that it is challeng-

ing times and we should all

stand together at this time.

Govt has and is taking all nec-

essary steps in this direction.

“There is no shortage of medi-

cines. We have sufficient medi-

cines and sufficient APIs so

that for another three months

to ensure there is no shortage

in producing medicines,” he

said.

Vijay Rupani, Chief Minis-

ter, Gujarat while highlighting

the state’s contribution to the

national GDP said that Gujarat

is one of the few states in the

country to provide all neces-

sary support to strengthen the

pharma and medical devices

companies. He said that the

state government is planning to

come up with two dedicated

parks, one for bulk drugs manu-

facturing and other for medical

devices.

“In India, pharma and med-

ical devices sector are growing

rapidly. Gujarat has become a

hub in the manufacturing sec-

tor, agriculture and social sec-

tor. Now, Gujarat is ready to

take the lead n pharmaceuti-

cals and medical devices sec-

tor,” added Rupani.

Mansukh Mandaviya, Min-

ister of State (I/C) for Shipping

and Chemicals & Fertilizers,

Government of India said that

today when the world is in re-

cession, the Indian pharma sec-

tor is growing at 10 per cent

and Indian medical devices sec-

tor is growing at 20-25 per

cent. “India has a lot of oppor-

tunities and this is not only en-

cashed by Indian companies

but also global players are also

investing in these sectors,” he

added.

He further added that the

government is working on

bringing the new policy to

strengthen the Indian API

market.

Dr PD Vaghela, Secretary,

Department of Pharmaceuti-

cals, Ministry of Chemicals &

Fertilizers, Government of In-

dia, said that government will

be setting up a ‘Pharma Bu-

reau’, which will help facilitate

both foreign as well as domes-

tic investment in the pharma

and medical devices industry in

India. “Pharma Bureau will act

as a policy think tank to sup-

port the Government as well as

the Industry,” he said.

MK Das, Principal Secre-

tary, Industries & Mines De-

partment, Government of Gu-

jarat highlighted the growth of

Gujarat’s economy and enu-

merated various policy initia-

tives which enabled the state to

attract 51 per cent of the coun-

try’s FDI.

Pankaj R Patel, Past Presi-

dent, FICCI and Chairman, Zy-

dus Cadila while highlighting

the current challenges of the

sector said that this is a wake-

up call for the sector. “The

pharma industry in India is to-

day the pharmacy of the

world,” he added.

Badri Iyengar, Chairman,

FICCI Medical Device Forum

said that India contributes to

1.2 per cent of the global med-

ical device market and about 6

per cent of the total healthcare

market globally.

FICCI-EY report ‘Reshap-

ing India into a life sciences in-

novation hub’ was also released

during the event.

Indian pharma industry likely to reach 
$100-bn and medical devices sector to $50-
bn by 2025 : D V Sadananda Gowda
Gowda spoke at the India Pharma and India Medical Device 2020 event where FICCI-EY report
‘Reshaping India into a life sciences innovation hub’was also released
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THE INDIAN chapter of Con-

trolled Release Society (CRS

IC), one of the 15 global chap-

ters of CRS USA, organised its

18th International Symposium

on the theme ‘Advances in

Technology and Business Po-

tential of New Drug Delivery

Systems’ on February 28 and

29, 2020 at Hotel Sahara Star,

Mumbai, India. The sympo-

sium provided an interdiscipli-

nary forum to discuss the latest

innovations in the arena of

pharmaceutical drug delivery

research and offered an impe-

tus to the research aptitude

and collaborations among the

attendees. This year's sympo-

sium attracted over 400 dele-

gates from the industry and ac-

ademia.

The conference started with

the welcome and opening re-

marks from the President of

CRS IC, Dr Parizad Elchidana,

followed by the inaugural ad-

dress by Ajit Singh, President

ACG Worldwide and Chairman

of the Local Organizing Com-

mittee, CRS IC. The honorable

Drug Controller General of In-

dia (DCGI), Dr V G Somani, the

Guest of Honor for the sympo-

sium, urged for extensive re-

search in novel drug delivery

systems that aligns the efforts

of academia and industry with

those of the government, which

is improving access to quality

and affordable medicines. Prof

Clive Wilson addressed the

gathering by sharing insights

on the commercialisation of

formulations and further went

on to release the 11th edition of

CRS IC Newsletter along with

the other members of the or-

ganising committee. This was

followed by the unveiling of the

online abstract book, which

comprised more than 150

poster abstracts presented

during the symposium. Prof.

Vandana Patravale, Vice Presi-

dent, CRS IC then delivered

her vote of thanks concluding

the inaugural session.

Serial entrepreneur and in-

ventor, Prof Samir Mitragotri

from Harvard University, USA

was the keynote speaker for

Day One. During his talk on

‘Understanding and overcom-

ing biological barriers for drug

delivery’, he shared valuable in-

sights on various challenges

and solutions to improve drug

absorption and his research

strategy on utilising “cells as

drugs”.

The keynote address was

followed by the first technical

session by Dr Joyce Macwan

from Simulations Plus team,

US in which critical points on

physiology-based biopharma-

ceutics modeling and virtual

bioequivalence assessment to

support formulation develop-

ment were discussed. The post-

lunch session commenced with

the technology showcase

podium presentations. Dr

Sameer Padhya from Arihant

Innochem, India elaborated on

various excipients for hot melt

extrusion, while Nilesh Maha-

jan, Shin-Etsu, India gave an in-

teresting talk on L-HPC, a

novel multifunctional excipient

in formulation development.

Christian Schneider, Celanese

Corporation, Germany deliv-

ered the third technology

showcase presentation on

novel EVA excipients for the

upcoming long-acting dosage

forms. The next session of the

Report on the 18th International
Symposium of the Controlled Release
Society Indian Chapter (CRS IC)
Gowda spoke at the India Pharma and India Medical Device 2020 event where FICCI-EY report
‘Reshaping India into a life sciences innovation hub’was also released

Lamp Lighting at the inaugural session by Dr. Clive Wilson, Chief Guest and Mr. Ajit Singh Chairman ACG along with the Executive Committee

Members of CRSIC

The power-packed two-day experience at the
International Symposium expanded the
delegates' scientific and business acumen
towards excellence and innovation with a singular
agenda of furthering public health
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symposium included three in-

vited lectures, the first of which

was delivered by Prof Karl

Wagner from University of

Bonn, Germany. He explained

in detail the characterisation

and applicability of solid-state

modification for life cycle mod-

ification of a drug product by

sharing case studies on real-

world issues and ways to miti-

gate them. This was followed

by a captivating talk by Prof

Matthias G Wacker from Na-

tional University of Singapore,

who gave a broad perspective

on the importance and applica-

bility of performance assays for

next-gen translational nan-

otechnology. The last talk of

the day was by Suhas Yewale

from Sotax India, India who

elucidated the dissolution test-

ing of novel drug delivery sys-

tems giving case studies from

almost three decades of experi-

ence in analytical R&D.

The second day of the sym-

posium had a great start with

the keynote address by the stal-

wart of drug delivery research,

Prof Clive Wilson from the Uni-

versity of Strathclyde, UK. He

presented a very unconven-

tional view on the barriers that

are still observed while devel-

oping well-studied regional gut

delivery. The momentum set by

Prof Wilson was further ele-

vated by Prof Vinod Labhaset-

war from the Cleveland Clinic

Lerner College of Medicine,

USA. His session delved

through the severe cata-

strophic spinal cord injury that

mainly affects the younger pop-

ulation. Dr Siddharth Jhun-

jhunwala from the Indian Insti-

tute of Science, India presented

a scintillating talk on the cur-

rent strategies employed in ter-

tiary healthcare centres and

his research group's efforts to

address the unmet needs in dia-

betic foot ulcers treatment by

immunomodulation followed

by regenerative medicine. In

the following talk, Dr Kailas

Thakker, the Co-founder Emer-

itus of Tergus Pharma, USA

stressed upon the importance

of Quality by Design in topical

drug delivery.

Next, Dr Josedas Neves

from University of Porto, Port-

gual went on to share insights

on the global pandemic - HIV

and the women-centric strate-

gies using nanotechnology

based microbicides for topical

pre-exposure prophylaxis. In

the post lunch session, the dele-

gates also benefitted from the

tech-showcase speakers of Day

two. Sanjay Negi from Ideal

Cures, India presented details

on innovative coating technol-

ogy for sugar coating and was

followed by Dr Smita Rajput

from Merck Life Sciences, In-

dia who spoke about Merck's

new line of tailor-made excipi-

ents for high-risk formulations.

The last invited speaker for this

two day symposium was Gargi

Nadkarni from Sun Pharma,

India. She gave a utilitarian

business perspective to the

505(b)(2) US FDA regulatory

pathway using case studies of

successful and unsuccessful ap-

proved 505(b)(2) products.

Another highlight of the

event was a poster presenta-

tion competition in which over

150 selected abstracts were

evaluated over the two days of

the symposium. In the conclud-

ing session, CRS IC announced

three best poster awards and a

special mention award selected

by an esteemed panel of inde-

pendent judges. 

Preeti Sharma from the

Centre of BioSystems Science

and Engineering, Indian Insti-

tute of Science, Bengaluru, In-

dia bagged the first place for

the poster titled “Interactions

of Nano- and Micro- Drug De-

livery Systems with Phagocytic

Immune Cells”. The second

and third best poster awards

were presented to Shruti Singh

from Faculty of Pharmacy, The

Maharaja Sayajirao University

of Baroda, Vadodara, India and

Tushar Malakar from the De-

partment of Pharmaceutics,

National Institute of Pharma-

ceutical Education and Re-

search (NIPER), Guwahati, In-

dia, respectively. Dr Nilesh

Mahajan from the Department

of Pharmaceutics, Dadasaheb

Balpande College of Pharmacy,

Nagpur, India received the spe-

cial mention award.

The power-packed two-day

experience at the International

Symposium expanded the del-

egates' scientific and business

acumen towards excellence

and innovation with a singular

agenda of furthering public

health.

Dr. V. G. Somani – Drugs Controller General of India being felicitated as Guest of Honor by Mr.Ajit Singh,

Chairman ACG and Dr. Parizad Elchidana, President CRSIC

Dr. V. G. Somani – Drugs Controller General of India addressing the Participants

Release of CRSIC News letter by Dr. Clive Wilson, Chief Guest at the Symposium
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DEAL

Healthcare industry reports 56 deals worth $2.3-bn in Feb’20

I
n February 2020, the health-

care industry reported 56

deals worth $2.3 billion as

compared to the last 12-month

average (February 2019 to Janu-

ary 2020) of 60 deals worth $21.8

billion.

Collegium Pharmaceutical’s

acquisition of NUCYNTA Fran-

chise of Products from Assertio

Therapeutics for $375 million;

Hillhouse Capital investing $331

million in Asymchem Laborato-

ries (Tianjin); Takeda Pharma-

ceutical acquiring PvP Biologics

for $330 million; and Catalent ac-

quiring cell therapy company

MaSTherCell Global for $315

million were some of the deals

which contributed 58 per cent to

the total deal value in February

2020.

The healthcare industry re-

ported 62 venture capital (VC)

deals worth $0.9 billion in Febru-

ary 2020, compared to the last

12-month average (February

2019 to January 2020) of 105

deals worth $1.8 billion. ALX On-

cology raising US$105 million in

series C round of financing; Can-

bridge Pharmaceuticals raising

$98 million in series D funding;

and Spruce Biosciences raising

US$88 million in series B financ-

ing are some of the major VC

deals reported in February 2020.

The healthcare industry reported 62 VC deals worth US$0.9-bn in February 2020,compared to the last
12-month average (February 2019 to January 2020) of 105 deals worth US$1.8-bn

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

6-Feb-20 Collegium Pharmaceutical Inc (US) NUCYNTA Franchise of Products (US) 375.0

17-Feb-20 Hillhouse Capital Group (China) Asymchem Laboratories (Tianjin) Co Ltd (China) 330.5

26-Feb-20 Takeda Pharmaceutical Co Ltd (Japan) PVP Biologics Inc (US) 330.0

2-Feb-20 Catalent Inc (US) MaSTherCell Global, Inc.(Belgium) 315.0

12-Feb-20 Dr. Reddy's Laboratories Ltd (India) Business Division of Wockhardt in India (India) 259.5

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

12-Feb-20 Janus Henderson Group Plc; venBio Partners LLC; LSV Capital
Management LLC; Foresite Capital Management LLC; Cormorant
Asset Management LLC; HBM Healthcare Investments AG; BVF
Partners LP; Vivo Capital LLC; Logos Global Management LLC

ALX Oncology Inc (US) 105.0

18-Feb-20 General Atlantic LLC; RA Capital Management LLC; Hudson Bay
Capital Management LP; WuXi AppTec Co Ltd; Tigermed

Investment; YuanMing Prudence Fund

Canbridge
Pharmaceuticals Inc.

(China)

98.0

19-Feb-20 Omega Fund Management LLC; Sands Capital Management LLC;
Aisling Capital; RiverVest Venture Partners LLC; Abingworth LLP;

HealthCap LLC; Rock Springs Capital Management LP; Novo
Holdings AS; Surveyor Capital Ltd

Spruce Biosciences Inc
(US)

88.0

20-Feb-20 Undisclosed Investor(s); Gurnet Point Capital Limited; Equilibra
Partners Management LLC

Alladapt
Immunotherapeutics Inc

(US)

60.0

19-Feb-20 Undisclosed Investor(s) NeoTXTherapeutics Ltd
(Israel)

45.0

DEALVALUE DECLINED BY 27% IN FEB 2020 COMPARED TO DEAL
VALUE IN JAN 2020

VENTURE CAPITAL INVESTMENTS DECLINED BY 62% IN FEB 2020
COMPARED TO VALUE IN JAN 2020
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As India Pharma Inc reels under
the far-reaching impact of the

coronavirus epidemic, industry
experts suggest policy reforms to

insulate the sector and improve
its emergency-preparedness

By Usha Sharma

March 16-31, 2020
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The novel coronavirus pandemic (COVID-19), which
began with an outbreak in China, has killed over 4,990
people worldwide and the death toll is increasing

constantly. With over 120 countries affected by the virus,
this threat has put a dent on the global economy as well.
The COVID-19 pandemic’s impact on India Pharma Inc too
will be mammoth in stature.

One of the most signifcant impact will be the lack of
availability of key raw materials for the pharma industry.
Presently, the Indian pharma companies who lead the
global generic business markets are largely dependent on
China for up to 90 per cent of their APIs imports, and they
stock a maximum six months worth market requirements.
The Indian regulatory agency anticipates that 50 plus APIs
of crucial antibiotics, vitamins, and hormones or steroids
could go out of stock in case of a prolonged lockdown in
China.Also, the sector is already witnessing a rise in prices
of several key ingredients which will certainly disturb
product availability in the market.

According to Pharmaceutical Export Promotion Council
(Pharmexcil) reports, there has been a rise of nearly 40
per cent in the cost of paracetamol from Rs 250-300 kg to
400-450 kg.‘Montelukast sodium’(an anti-asthma drug) is
now trading between Rs 52,000 - 58,000 per kg, compared
to Rs 33,000-38,000 per kg a few months ago. Similarly,
the prices of vitamins and penicillin have increased by 40-
50 per cent and the majority of the vitamins are trading at
double or triple the original price.The cost of azithromycin
- an antibiotic used for curing various bacterial infections -
increased by 70 per cent. The companies may end up
exhausting most of their stock of active ingredients for
high-demand drugs like paracetamol and ibuprofen in
another two to three months. There are also fears that an
artificial shortage of essential drugs might get created in
the market.

All these factors have pushed regulators and
government authorities to hold several brainstorming
meetings with pharma stakeholders. For instance, last
month the central government formed a committee to
monitor the availability of drugs in India. The committee,
led by Joint Drugs Controller Eswara Reddy subsequently
asked drug-makers across India to inform the government
if they required urgent 'pick-ups' from China.To this, Cipla
wrote back with a requirement of six tonnes of raw material
primarily comprising of active pharmaceutical ingredients
(APIs) and key starting materials. Following this request,
the central government promised to help Cipla import
cargo weighing six tonnes from China, most likely by a flight
run by Cathay Pacific from Hong Kong at the earliest.

Thus, the authorities are trying to tackle these
challenges but the situation has reiterated how important
it is for India to become more self-reliant.Though 2015 was
declared by the Government as 'Year of Bulk Drugs',
unfortunately nothing concrete happened on that ground.
After that too, several attempts have been made by the
pharma industry to make India self-reliant at the API front.
There were also concerns that political relations between
India and China and the trade wars between US and China
could affect the pharma industry adversely.

However, there are hopes that this crisis will offer some
silver linings in the form of learning opportunities and
expedition of policy reforms. This, in turn, can eventually
boost the process of India becoming more self-sustainable.

In this light, industry stakeholders share their views on
how COVID-19 may prove to be a turning point in the Indian
pharma industry.
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I
n terms of imports from

China, India is vulnerably

dependent for imports of

key starting raw materials

(KSMs) like Penicillin G, 6APA,

7ACA and lot of APIs. In all

600 such molecules are being

imported in India out of which

58 are imported from China

only and out of 58, 12 are 

imported from Hubei province

where Wuhan Coronavirus 

affected city is located. We’re

confident through our suppli-

ers and sources in China that

areas in access of 500 km from

Wuhan City will start dispatch-

ing KSMs and APIs in two 

to three weeks. Wuhan city

might take eight weeks or

thereabouts to bring about a

semblance of normalcy to

some extent. Therefore, 16 mol-

ecules will be affected to a

larger extent such as certain

antibiotics like Chlorampheni-

col, Erythromycin, Azith-

romycin, Clarithromycin,

Amoxicillin, Vitamins A B, E &

C & E, hormones like Proges-

terone, Metronidazole etc. 

India may have to go slow on

exports of formulations based

on these molecules so as to 

ensure adequate supplies for

India irrespective of other 

international commitments. In

case of such commitments to

the foreign suppliers, force 

majeure clause can be initiated.

COVID-19 is a wake-up call

for India and we need to adopt

short, medium and long term

strategy to make India self-suf-

ficient in KSMs, intermediates

and APIs. As a short term

measure, GoI may incentivise

MSMEs and certain large com-

panies which were earlier API

producers but stopped produc-

ing on account of Chinese com-

panies dumping at the below

variable cost. With new sce-

nario, they can be incentivised

to restart old plants which

were shut down. Assessments

can be made through DoP and

Ministry of Commerce,

Pharmexcil, IDMA and other

recognised bodies to ensure

that genuine manufacturers

are incentivised.

As midterm measures, 

existing clusters in states like

Telangana, Andhra Pradesh,

Maharashtra and Gujarat

should be fast-tracked in

terms of manufacturing

KSMs, intermediates and

API’s on SOS priority basis on

China parity both in terms of

financing at Libor + 1.5 per

cent and non WTO conflicting

incentives to promote manu-

facturing for APIs at reason-

able profit and RoI approxi-

mately 10 per cent or

thereabouts. Clusters may be

expanded from current size

100-200 acres to 500 acres

wherein in China clusters are

in region 4000 to 5000 acres

with complete assistance from

the Chinese government both

in terms of moratorium on in-

terest for five years, as well as

various incentives to promote

exports andself-sufficiency for

the domestic market.

A suitable work plan can be

provided to GoI for this pur-

pose as a long term measure.

Keeping in mind the long

term objectives, a moratorium

period for the first five years

should be provided on princi-

pal and interest. With signifi-

cant volumes and ascendancy

over China all over the world,

both interest and principal can

be paid off and became larger

suppliers of all these three ver-

ticals not only for domestic

sufficiency but also for current

exports $22 billion estimated

in 2021 can go to $50 billion or

more in the next four to five

years.

‘Need to adopt a strategy to make India self-sufficient 
in KSMs, intermediates and APIs’

DDrr  DDiinneesshh  DDuuaa, Chairman,

Pharmexcil,

Chairman, Entrepreneurship &

Startups, CII North India,

CEO and Director,

Nectar Lifesciences

A
lthough the Indian

pharma industry has

an edge over China in

production of pharma formula-

tions for domestic and interna-

tional markets, India still needs

the support of China for the

supply of a good number of

APIs and intermediates for

making the formulations.

Due to coronavirus impact 

in China, there have been de-

lays/suspension of supply 

of APIs to India, which are very

important for our formulations,

particularly, antibiotics, hor-

mones and vitamins. At this

point of time, it has become dif-

ficult to estimate how long this 

situation is going to continue.

All along, the Indian

pharma industry has been re-

questing the government for

providing supportive measures

for the development of API sec-

tor in India to compete with

China. Although the intention

of the Government has been

positive, the response has been

slow. The year 2015 was de-

clared by the government as

'Year of Bulk Drugs', but noth-

ing concrete happened on the

ground. Now, due to the impact

of coronavirus, leading to a pos-

sible shortage of medicines, the

Government has come into full

gear to look at the possibilities

of boosting the Indian API 

sector.

The government is also con-

sidering clearing of bottlenecks

for getting quicker environmen-

tal clearances. If the 

government is able to announce

a package quickly for the exist-

ing as well as the new API in-

dustries, in the form of soft

loans, capital subsidy, power

subsidy, interest subsidy and

other support, besides speedy

environmental clearance, we

have a chance to improve the

Indian API sector in the coming

years, although it may not meet

the immediate requirement due

to paucity of time. To meet the

immediate 

requirements, we need to con-

sider imports of raw materials

from non-affected areas of

China as well as doing any short

term measures to increase the

production of APIs in India.

A short term measure for

API production can be in the

form of lifting environmental

restrictions and allowing In-

dian manufacturers to produce

any raw material if they are

within the the approved pollu-

tion load.

“We have a chance to improve the Indian API sector in the
coming years”

S V Veeramani, Chairman &

Managing Director, Fourrts (India)

Laboratories and Past President,

IDMA

We need to consider imports of
raw materials from non-affected
areas of China
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"I
trust enough time has

already been lost dis-

cussing the depend-

ence on intermediates and

APIs, on China. Instead, it’s

time to execute the well-

framed policies and invest-

ments in this area as it’s fruc-

tification shall take time.

Being capital intensive and

because of delayed economic

returns, the companies need

protection against unfair do-

mestic and international com-

petition. At least domestic

competition must be fair and

allowed while ensuring com-

parative compliances includ-

ing EHS, before providing

product-specific clearances

for manufacture. In other

words, domestic competition

should be encouraged in case

of fairly improved technology

implementation and respect

for IP. Many manufacturers of

the same API/ Intermediate in

small capacities will never do

good for the industry as a

whole.

The support for current

manufacturers and encourage-

ment to expand should yield

quicker results. The operating

organisations carrying skills

and need shall be in the best

position to upscale/ expand.

An intelligent balance of

regulatory expectations of au-

dit agencies can be equally im-

portant, to either loose eco-

nomics or business. Most of

the time, companies either

want to be over safe (defensive

environment and less attrac-

tive economic returns) or lack

control to demonstrate com-

pliances as expected (risk of

observations/ warning letters

by audit agencies ).

Smart manufacturing solu-

tions, leading to reduced plant

costs, and containment of op-

erational costs, are critical for

the sustainability of econom-

ics and businesses. ”

“Domestic competition should be encouraged in case of
fairly improved technology implementation”

Dr Ashutosh Agarwal, Ex-CSO,

Jubilant Life Sciences

T
hese are challenging

times for the Indian

pharma industry and the

Government of India,and they

need to do an analysis about the

sudden shortage of APIs and in-

termediates due to the Coron-

avirus pandemic. We normally

wake up when there is a fire in

the system and that is what has

happened this time. The indus-

try, as well as people at large,

have been expressing concern

for a number of years to reduce

the dependability on one particu-

lar country for Key Starting Ma-

terials(KSM), Intermediates,

and many of the APIs but noth-

ing concrete has happened over a

period of more than a decade or

so.

A ray of hope was seen in

2015 when the Government of

India declared that particular

year as 'Year of API' and to that

extent. Many interactive ses-

sions and workshops were also

conducted by Department of

Pharma with BDMA as well as

with IDMA but the unfortunate

part is that during those ses-

sions, nothing happened. Now it

is a blessing in disguise that the

government and industry have

realised the importance of

strengthening domestic API in-

dustry and DOP as well as Min-

istry of Commerce and NITI

Ayog has felt the pain and took

immediate action.

The main concern is the

availability of the products

whether it comes from abroad

or within the country. As every-

one is aware, India is the capital

of diabetes and around 10 per

cent population is suffering from

this illness. Metformin is a well-

known dose for the treatment of

diabetes and hundred per cent

of its intermediates are de-

pended on China.

Similarly, most of the antibi-

otics, vitamins, hormones and

steroids salt also are sourced

from China alone. The issue

which we all have to understand

is the Question of National Secu-

rity. If suddenly, due to any rea-

son, supplies are stopped, then

what is going to be the fate of pa-

tients of the Indian population?

It is high time for the industry

and the Government to sit to-

gether and start reducing de-

pendability on China, category

wise. It is practically not possible

for the government to suddenly

develop the production of such

molecules locally but category

wise product range can be short-

listed and dependability can be

slowly and gradually be reduced.

The second option is that old

PSUs should be revived to pro-

duce antibiotics like Pen G etc. It

may not be viable for those units

to produce the product at the

cost on which China is produc-

ing because of technology, be-

cause of tariff of power and be-

cause of the economy of school.

However, our country can afford

to subsidise the product to some

extent.

Another method is to have a

PPP model. Government, PSUs

and the private sector can join

hands and start production of

sensitive items. An ordinary

product like paracetamol cannot

be manufactured in India with-

out its intermediates which are

hundred per cent being sourced

from China. Another solution to

this problem is to allow an in-

crease in the existing capacity of

all the APIs if the pollution load

is not going to increase. At pres-

ent, the Environmental Ministry

has allowed 50 per cent increase

in the production but why to

have such a cap on percentage.

It should be limitless. Such a de-

cision will give a breather to the

industry. Secondly, permission is

granted by EC product-wise

whereas industry demand is to

give permission category wise.

This will also give a sigh of relief

to the nation. Industry- acade-

mia collaboration is also lacking.

Academia is capable to develop

new technology but some

agency has to arrange their tie-

up with the industry with budget

allocation. To sum up, we need

the following action plan imme-

diately to reduce the risk factor:

1.Industry Academia collab-

oration

2.Revive PSUs

3.To have PPP model of Govt,

Pvt and PSU

4.To allow increase in the ex-

isting production to any extent if

pollution level is same.

5.To grant permission cate-

gory wise and not product wise.

6.To arrange tie up with other

countries like Italy etc. instead of

keeping all eggs in one basket.

7.To accept some of the rec-

ommendations of Dr Katoch

committee to start with.

Nation first, National secu-

rity second and profit or loss at

the last should be the motive of

the Government and Industry.

“Old PSUs should be revived to produce antibiotics like Pen G”

B R Sikri, Chairman, Federation of

Pharma Entrepreneur (FOPE)

At least domestic competition
must be fair and allowed while
ensuring comparative
compliances including EHS
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C
orona Virus Pandemic

and resultant lockdown

in China has exposed the

vulnerability of India Pharma.

Over the years, dependency on

China of APIs and KSM has be-

come such that we have forgot-

ten the simple management

principle of spreading out our

vendors geographically. More

than 70 per cent of our require-

ments were met by a single

country with whom we do not

have very friendly relations. It is

always known that it is going to

be a strategic risk but the coun-

try chose to ignore it for the sim-

ple reason that we are getting

APIs and KSM at relatively low

cost. India used to be a power-

house in APIs but many plants

shut down due to non-viability in

the face of Chinese competition.

Whatever is already running are

dependent on China for KSM

and Intermediates. China does

not have a great formulation In-

dustry but off late it has changed

gears. Formulation Industry in

China is on overdrive and they

have got their act together. It will

be a great Strategic Risk not

only for Indian Pharma Industry

as well health economy of more

than 1300 million Indian popula-

tion if China decides to stop the

export of APIs and KSM to sup-

port their formulation industry.

At this moment in a short

term we cannot do much but

watch the situation unfolding in

china and how they revive the

production to meet the global

shortfall of API. At the most

what we can do is airlift the sup-

plies from China, but this will be

unviable for low-value items like

Paracetamol, Metformin, As-

pirin, Diclofenac etc. Supplies

need to get normalised in the

next couple of weeks, which

looks highly unlikely as per the

present scenario. If not, we are

heading for tough times. Already

prices of key APIs have skyrock-

eted. Supplies to government in-

stitutions have the potential to

be badly hit depriving poor pa-

tients of medicines.

As a formulator, we cannot

increase our MRP due to DPCO

restrictions. Formulations sup-

plied for government supplies

are bound by rate contracts. It is

an unprecedented situation. In

medium term, we should look at

reviving the plants which have

shut down and are lying idle. The

existing players should expand

their capacities. We could also

look at countries other than

China to source APIs, registra-

tion for  which should be done on

fast-track. However, what we

need is a long term planning to

become self-reliant. It is unsus-

tainable to have a third-largest

by volume US $40 bn world-

class formulation industry ex-

porting products to all nook and

corner of the world dependent

on imported APIs. Corona

Virus is a wake-up call and I

hope all the stake holders work

together to build a robust world-

class home grown API industry.

The Government should also

pitch in with some proactive ap-

proach. Some of the measures I

feel should be taken are:

1. Ease of doing business with

respect to implementation of en-

vironmental laws. Currently, en-

vironment clearance for a bulk

drug plant takes anywhere be-

tween 12-24 months. This needs

to be within a reasonable time of

say 60-90 days. If the quantity of

effluent remains same, product-

wise NOC needs to be done away

with.

2. Department of Pharma-

ceuticals has the scheme to as-

sist Bulk drug park offering up

to Rs 100 crore in grants. But

this is available only to parks de-

veloped by State Govt Agencies.

The scheme needs to be ex-

tended to Private Parks as well

those on PPP model.

3. Special encouragement

should be given for ZLD plants.

4. Bulk drug industry is cap-

ital intensive and so we are at a

disadvantage since compara-

tively, our interest costs are high.

Liberal Capital Investment Sub-

sidy scheme is needed since bulk

drug manufacturing is going to

be an import substitute.

5. Electricity tariff subsidy of

Rs 2 per unit should be intro-

duced.

6. Export credit at libor rate

of interest

7. Anti dumping duty should

be imposed where it is findings

that there are hidden subsidies

violating WTO norms.

1. Setting up of R&D and In-

novation Centres to help start-

ups to carry out their work be-

fore investing in the plants.

“We should look at reviving the plants which have shut down”

Harish K Jain, Director, Embiotic

Laboratories
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I
ndia is facing a difficult

situation in the importing

API from China due to

the Coronavirus impact. In

this tough situation, not just

the government, but all stake-

holders including industry,

hospitals and healthcare pro-

fessional must come together

to face this challenge. CDSCO

office is playing an essential

role in overseeing our coun-

try’s medical products as part

of its vibrant mission to pro-

tect and promote public

health in India.

As a short-term solution

to immediately address this

challenge, the following could

be implemented:

Product Supply Chain

Surveillance: The Coron-

avirus outbreak may further

impact the product supply

chain, including potential dis-

ruptions to supply or short-

ages of critical medical prod-

ucts in the country. This

could be due to reason of

shortage of API or finished

product. Before situation

worsens, the regulatory of-

fice could reach out to manu-

facturers as part of a proac-

tive approach to identify

severe shortages of API or

products. This would help to

monitor the situation and

take actions as per the cur-

rent situation in consultation

with manufacturers. This can

also be achieved through net-

working with manufacturer

trade associations.

In addition to manufactur-

ers, it would also be advisable

to keep in touch with other

country regulators like US

FDA, EMA, Health Canada

etc. to assess and monitor for

indications and early warning

signs of potential manufac-

turing discontinuances or in-

terruptions due to the out-

break in respective countries.

Expedited route for de-

velopment and approval:

This is important to find a

drug which can diagnose,

treat and prevent this dis-

ease. There should be an ab-

breviated pathway for the de-

velopment and approval of

this drug in the country.

There should be technical as-

sistance, regulatory advice,

and guidance to advance the

development and availability

of vaccines, therapies, and di-

agnostic tests for this novel

virus.

Evaluate API and fin-

ished product export: To

prevent a shortage of API and

product in future, the govern-

ment should continuously

monitor the situation for ex-

port.

Long term solution: Lo-

cal manufacturing plants to

increase production capacity

for these lifesaving drugs. On

consultation with CDSCO of-

fice, local manufacturing

plant can increase produc-

tion capacity for these life-

saving drugs. As situation re-

quires, it’s advisable to use all

available tools i.e. increase

batch size, increase produc-

tion shift and alternate sup-

ply to react swiftly and miti-

gate the impact to Indian

patients.

Abbreviated pathway for

API import registration

and license fees: Currently

in India, for API Registration

Certificate registration (RC),

it’s the same registration

pathway as the finished prod-

uct. So, it becomes difficult

for small scale industries to

register API for import be-

cause of extensive docu-

ments requirements and fi-

nance issues. Hence there

are limited companies/ven-

dor apply for Registration ap-

plication of API. If there

would be an abbreviated

pathway for API, there would

be more companies who

would register and then it

would less likely to have API

shortages.

Capacity building for

government PSU’s: It would

be important to do capacity

building of government

PSU’s for these critical APIs.

Set up of SEZs and tax

favourable environment for

local API manufacturing. The

government should support

and create an enabling envi-

ronment to set up mega API

SEZ’s having common facili-

ties for pollution control, ef-

fluent treatment, single win-

dow clearance and giving tax

favourable environment.

“Government should support in setting up mega API SEZs”

Parveen Jain, Head- Regulatory

and Government Affairs, Fresenius

Medical Care

A
ccording to estimates

by the WHO, China

boasts 20 per cent of

the global API output. The

Medicines and Healthcare

Products Regulatory Agency of

the United Kingdom estimates

the figure to be twice that. They

vary because there is no reli-

able registry of APIs. However,

there is no denying that China

dominates the market by a sig-

nificant margin. 

They export to over 70 coun-

tries in North America, Europe,

Asia, and Latin America. In the

event of global trade disruption,

as is the case with the coron-

avirus outbreak, it would be ex-

tremely difficult for foreign sup-

pliers to replace Chinese APIs.

Pharmaceutical producers,

buyers and traders should be

preparing themselves for po-

tentially far reaching supply

disruptions. The delay in pro-

duction could end up affecting

deliveries in the second quarter

of 2020. We are talking about

life-saving antibiotics and sur-

gical drugs. Manufacturers of

generic drugs in India have

built a sizeable pharma indus-

try that has been instrumental

in lowering the cost of many

life-saving drugs. In the

process, we also ended up be-

coming the largest importer of

Chinese APIs. We depend on

them for 80 per cent of APIs

and other chemical intermedi-

aries. So unless they make pro-

visions for alternate sourcing,

there is going to be a consider-

able shortage in supply. In the

long run, we also need to intro-

duce policy measures that will

enable local manufacturing of

medicines and their key ingre-

dients. They are a strategic as-

set to our healthcare industry

and we cannot rely on China for

a lion's share of our supply.

u.sharma@expressindia.com

We need to introduce policy measures which will enable local
manufacture of APIs

Sanjay Jha, Director, ColMed

Pharmaceutical producers, buyers
and traders should be preparing
themselves for potentially far
reaching supply disruptions
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Over three million children die every year, which could easily be prevented by vaccination,
informs Neeraj Mehta, CEO, ImmunifyMe during an interaction with Akanki Sharma

What is the current

scenario of immunisation in

India? Compared to other

countries in the world,

where does India stand?

Immunisation helps half-a-

billion children against a

range of deadly diseases,

preventing seven million

future deaths in the process.

The bottom line is that

vaccination is about providing

children with a lifetime of

benefits. However, India has

the largest number of

unimmunised children which

is 7.4 million, and the country

also has the largest number of

births per year (26 million).

Nearly 90 per cent of children

in India are born in

government or private

facilities. According to the

latest statistics released by

NSO for immunisation, 98 per

cent of the children born in

the urban setting get at least

one vaccine between the age

group of zero to five years, but

the number goes down to

about 61 per cent when it

comes to the children being

fully vaccinated. Similarly,

when it comes to the rural

setting, 97 per cent of the

children between the age

group of zero to five years get

at least one vaccine but the

number again goes down to 58

per cent, who were fully

vaccinated.

What was the idea behind

setting up ImmunifyMe?

When was it found?

Over three million children

die every year, which could

easily be prevented by

vaccination. Yet, one in every

five children remains

unimmunised. ImmunifyMe

leverages technology to

monitor vaccination and

bridges the immunisation gap.

With a team of diverse

background from a Virologist

to a Cloud solution architect

and a business development

professional, who are bound

by a single commitment and

vision of reducing the

immunisation gap,

ImmunifyMe was born. The

journey began in 2018 and till

now ImmunifyMe has been

recognised by many national

and international bodies and

won many grants and awards.

It is currently launching its

operations in India.

How does ImmunifyMe offer

the framework to close the

existing immunisation gap?

One of the main reasons for

the low immunisation rate in

India and many developing

countries is that an increasing

number of people live under

the radar. With the current

vaccination record keeping,

they are invisible. Further,

with outdated, paper-based

methods being used, it’s

impossible to find

unvaccinated children.

ImmunifyMe will streamline

analytics of vaccination

monitoring, record keeping

and outreach without adding

significant complexity to the

workflow; provide accurate

and verifiable proof,

aggregate data that can easily

interoperate with other

existing identity management

systems, negating the need

for each organisation to

independently identify

beneficiaries, taking timely

interventions in outbreak

situations, disease

surveillance and making

policies to bridge the

immunisation gap.

In what ways does

ImmunifyMe help the

organisations that work on

vaccination? Name some of

these.

Digital record-keeping makes

it convenient to track a child’s

immunisation and eliminate

unnecessary paperwork.

ImmunifyMe is convenient for

connecting and

confidentiality is easier to

preserve. It helps forecast the

demand and availability of

vaccines. Besides,

information can be easily and

securely shared with medical

practitioners, schools and

wherever it is necessary.

High-quality relevant data

produced by immunisation

information systems can be

used by global and national-

level decision-makers to drive

resource allocation and other

strategic decisions. In case of

an adverse effect,

ImmunifyMe will also help

pharmaceutical companies

trace the batch and finally the

single vaccine, saving them

precious time and millions of

dollars in an investigation.

What kind of innovative

technology solutions and

services do you provide to

the children and their

caregivers?

While reducing mortality is

already reason enough to

want to have every child on

this planet vaccinated, now

we have the added motivation

that we are not just saving

lives, but also helping to

improve many more lives in

the process. We are making

sure that every child receives

all the necessary vaccines and

they reach the vaccination

clinics on time by sending

reminders. Not only that, but

we also monitor the growth of

the child, social-emotional

development, physical,

cognitive, communication

development and making sure

they have a healthy childhood.

How can hospitals, pharma

companies and

governments benefit

through ImmunifyMe?

Government organisations

working on vaccination - the

data created by ImmunifyMe

can be used for decision

making and provide proper

vaccination to children. The

government can easily

introduce new vaccines to the

existing vaccination schedule

just by a request. Information

can be easily sent to parents

about upcoming vaccination

campaigns organised by the

Government or NGOs.

Instead of umbrella

campaigns, they can do

targetted campaigns and save

money and efforts and make

sure children will follow up

and complete vaccination.

The network created through

ImmunifyMe will be huge and

the knowledge and

information can be easily

delivered to end-users by

SMS or email.

Apart from it, if there is

any adverse effect of the

vaccines, it can be traced back

‘Vaccination is about providing
children with a lifetime of benefits’

I N T E R V I E W



to the lot and finally to a

single vaccine, saving them

precious time and millions of

dollars in an investigation.

In terms of financial

growth, where do you see

yourself in the next five

years?

More than 350,000 children

are born daily worldwide.

Introducing our innovative

product for five per cent of

the newborns will make us

support eight million

children. Introducing

ImmunifyMe to countries

which have a low rate of

immunisation and higher non-

compliance will drastically

improve the immunisation

gap and improve the quality of

care.

ImmunifyMe is country

agnostic and can be

replicated worldwide or in

any particular region/country

with ease. There are over 128

million children being born

every year worldwide or

353,000 children every day.

There are about 49,500

children being born every day

in India alone.

We are looking to make a

foothold in the Indian market

in the coming two years with

around three million children

on board. Our plan is to grow

beyond India in other SAARC

countries in the third year of

our operation.

Who are your investors?

How are you funding your

operations?

We have been fortunate

enough to receive grants early

in our journey. The first grant

of $80,000 we received was

from the Government of Chile

through its programme

Startup Chile. The second

grant of $180,000 came from

the Government of

Luxembourg.

We are also fortunate

enough to be invested in, by

the largest vaccine

manufacturer in the world

which is Serum Institute of

India, a Cyrun Poonawalla

group company. They took

equity of 25 per cent in

ImmunifyMe. At this moment,

when we are launching our

operations in India, we are

running our finances through

the seed funding we received

from Serum.

What is your business

model?

We have two kinds of business

models – the first being

B2B2C, in which we tie-up

with private paediatricians,

hospitals and other child

healthcare providers to

promote ImmunifyMe

application to the parents of

children aged between zero to

five years.

The second is B2G in

which we tie-up with various

central and state

governments. The world has

moved to being digital. Why

should our vaccination record

still remain on paper?

How many hospitals have

you tied up with for vaccine

record-keeping? Kindly

name/list them.

Since we are in the process of

launching in India, we are

concentrated mainly in the

north. This includes

independent practitioners,

doctors and few hospitals. We

have also tied-up with Bihar's

largest private medical

college, Narayan Medical

College and Hospital, and are

also working in two blocks in

the Rohtas district of Bihar.

akanki.sharma@expressindia.com
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C
leveland Clinic re-

searchers in the US

have identified a gut 

microbe-generated byproduct

– phenylacetylglutamine (PAG)

-– that is linked to the develop-

ment of cardiovascular 

diseases, including heart at-

tack, stroke and death. The

study was published in Cell

on Thursday [March 5].

Phenylalanine is an amino

acid found in many foods, in-

cluding plant- and animal-

based protein sources like

meat, beans and soy. The re-

searchers – led by Stanley

Hazen, MD, PhD, chair of the

Department of Cardiovascular

& Metabolic Sciences in Lerner

Research Institute and co-sec-

tion head of Preventive Cardi-

ology & Rehabilitation in the

Miller Family Heart, Vascular

& Thoracic Institute – found

that when phenylalanine is bro-

ken down by microbes in the

gut, it produces a byproduct

(metabolite) that ultimately

shows up in blood called pheny-

lacetylglutamine (PAG) that

contributes to heart disease.

“Over the past decade there

has been an increasing amount

of data to suggest that gut mi-

crobes play a role in health, es-

pecially as it relates to heart

disease,” said Dr Hazen, who

also directs the Cleveland

Clinic Center for Microbiome

and Human Health. “We found

that blood levels of PAG 

contribute to cardiovascular

disease risk in a couple of 

different ways.”

Analyzing samples from

more than 5,000 patients over

three years revealed that ele-

vated PAGln levels predicted

subjects who went on to expe-

rience adverse cardiac events

like heart attack and stroke in

the future, and also in those

with type 2 diabetes (an inde-

pendent risk factor for cardio-

vascular disease). Animal

model and microbe transplan-

tation studies suggest the gut

microbe-produced PAG can

play an important role in driv-

ing cardiovascular diseases.

The researchers also

analysed whole blood, platelet-

rich plasma and isolated

platelets from patient samples

to understand how PAG affects

cell processes. They then ana-

lyzed animal models of arterial

injury to see how PAG induced

cellular changes manifest into

disease. Dr Hazen and his team

found that PAG enhanced

platelet reactivity and clotting

potential, which increases the

likelihood of blood clots, a major

cause of adverse cardiac events

like heart attack and stroke.

“Part of the reason we were

so interested to have made this

discovery is that we found that

PAG binds to the same recep-

tors as beta-blockers, which

are drugs commonly pre-

scribed to help treat cardiac

diseases,” said Hazen.

Administering beta-block-

ers to animal models with ele-

vated PAG was shown to re-

verse cardiovascular endpoints

driven by PAG. Additionally, re-

searchers found that using

gene-editing technology or

drugs to block PAG-receptor

signalling significantly reduced

clotting activity.

“We believe our findings

suggest that some of the bene-

fits of beta-blockers may be at-

tributed to preventing PAG-re-

lated activity,” said Hazen.

“Beta-blockers have been

widely studied and are pre-

scribed to many cardiac pa-

tients, but, to our knowledge,

this is the first time that this

mechanism has been suggested

as an explanation for some of

their benefits.”

Ina Nemet, PhD; Prasenjit

Saha, PhD; and Nilaksh Gupta,

PhD, are co-first authors of the

present study, which was sup-

ported by the National Heart,

Lung, and Blood Institute (part

of the National Institutes 

of Health) and the Leducq

Foundation.

Cleveland Clinic researchers discover a new
diet-associated gut-microbe metabolite
linked to cardiovascular disease
Discovery could help explain why beta-blockers are effective in treating heart disease patients

Phenylacetylglutamine(PAG) enhanced platelet
reactivity and clotting potential, which increases
the likelihood of blood clots



BONE MARROW plasma cells

produce antibodies. These

comprise two long and two

short protein chains. The

pathological proliferation of

plasma cells can lead to an

overproduction of the short

chains. These associate to fib-

rils and deposit in organs. The

result is fatal organ failure. A

research team from the 

Technical University of 

Munich (TUM) and Heidelberg

University have now identified

the mutation behind the 

disease in a patient.

In people suffering from

light chain amyloidosis (AL

amyloidosis), these light chains

are deposited as extremely fine

fibres, so-called amyloid fibrils,

in tissue or in organs. The dis-

ease is often recognised only af-

ter the deposits already com-

promise the function of organs.

In many cases AL amyloidosis

is fatal.

“Depending on the organ af-

fected, the symptoms vary con-

siderably. Furthermore, each

patient produces different

types of antibodies. The disease

is thus difficult to diagnose at

an early stage,” said Johannes

Buchner, Professor of Biotech-

nology, Technical University of

Munich.

The team of scientists suc-

ceeded in identifying eleven

mutations caused by the 

disease in the antibodies of 

a patient with advanced AL

amyloidosis.

Exactly one mutation was

responsible for the destabilisa-

tion and formation of the dis-

ease-causing amyloid fibrils.

This mutation causes the un-

stable light chain to lose its

structure after breaking into

fragments, which then form the

deadly amyloid fibrils.

“Mutations that lead to un-

stable light chains are an im-

portant factor in the occur-

rence of amyloidosis,” says

Pamina Kazman. 

Mutations in plasma cells play a key role in
light-chain amyloidosis
The research was conducted by Technical University of Munich  and Heidelberg University
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A
mi Polymer received

the Best MSME of the

Year Award, 2019 by

ASSOCHEM (The Associated

Chambers of Commerce and

Industry of India) at the 7th

MSME National Excellence

Awards organised by AS-

SOCHEM. The award was pre-

sented by Nitin Gadkari, Minis-

ter for Road Transport and

Highways of India and Ship-

ping Ministry of Micro, Small

and Medium Enterprises.

Since 1996, Ami polymer

has been working dedicatedly

for innovative product 

development for Food,

Pharma and heavy engineer-

ing industry and having world-

class cleanroom facility in

compliance with ISO 9001,

ISO 14001, OHSAS 18001 and

ISO 27001.

At present Company enjoys

more than 3000 customers

from various industries, busi-

ness with more than 40 coun-

tries worldwide with having

5000+ product portfolio.

APPL is a leader in Poly-

mer solutions with high-qual-

ity product offerings like

Pharma tubings, Reinforced

hoses, Inflatable seals,

Sieves/screens and cus-

tomized product varieties.

Quality Products are regis-

tered in US FDA for 7 DMF

Registrations along with NSF

51 Registration in USA.

Reputed pharma and Bio-

pharma giants are now very

keen to join the hands with

Ami polymer for new product

research and development

support. APPL’s Motto is to

develop import substitute

products with solution giving

approach and make sure that

the customer gets a delightful

experience. APPL believes in

doing business with ethics and 

never compromised on the

core values.

Ami Polymer recognised as the best MSME
of 2019 byASSOCHEM
The award was presented by Nitin Gadkari, Minister for Road Transport & Highways of India and
Shipping Ministry of Micro, Small and Medium Enterprises

PPL’s Motto is to develop import substitute
products with solution giving approach and make
sure that the customer gets a delightful
experience

VENDOR NEWS
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IF YOU think about it, each

loading dock door opening rep-

resents a giant hole in the wall

of your facility. Strung to-

gether, these dock openings

present an enormous opportu-

nity for bad things to enter

your facility – think bugs, dust,

wind, rain and rodents – and

for good things, like expensive

heating and cooling energy, to

escape.

Weather-related product

damage and contamination,

employee comfort and safety,

facility hygiene and cleanli-

ness, air quality, maintenance

of product quality characteris-

tics and passing inspections

are all concerns related to pro-

tecting and controlling the en-

vironment at the loading dock.

Anything a company can do to

seal up these holes in the wall,

ensuring a complete seal at

every dock door, can have an

immediate positive effect. For-

tunately, highly effective dock

sealing products from Gandhi

Automations exist that can be

designed and installed quickly

to make sure docks are sealed

up tight and your people, prod-

ucts, processes and profits are

protected.

Dock Seals and Shelters

improve energy conservation,

help preserve internal temper-

atures and protect products

from outside contaminants.

Dock Seals provide an effec-

tive barrier against the ele-

ments, keeping loading docks

safe and productive. A loading

dock seal can also be a critical

component in containing

cooled air inside climate-con-

trolled and cold storage facili-

ties for superior energy effi-

ciency.

Loading dock seals and

loading dock shelters play a

primary role in keeping out

dust, dirt and insects as well as

protecting against the ele-

ments. If your facility is air-

conditioned or refrigerated,

dock seals and dock shelters

will pay for themselves in no

time with energy savings. They

Create a secure seal around trailers when they dock
when you combine a dock seal and shelter solution

PRODUCTS

www.expresspharma.in

For any queries, call 022-67440002
or email at pharma@expressindia.com.
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come in many different sizes

and have several options in-

cluding material type and

colours.

Creating a tight seal be-

tween the building and the

back of the vehicle, dock shel-

ters help maintain a steady

temperature in climate-con-

trolled areas, which signifi-

cantly reduces energy bills.

They also keep loading docks

productive, regardless of the

weather.

What is the difference be-

tween Dock Seals and Dock

Shelters?

Dock seals are soft-sided

pads covered with a durable

fabric that allows the trailer to

compress into and seal up the

dock door. With several fabric

options, we can find you the

right product for your needs

and budget.

Dock Shelters are typically

rigid structures with fabric

curtains that hug the back of

a truck as it backs into the

dock door. Several options are

available to customize the fit

of this product to your dock

door.

Dock Seals
Dock seals create an airtight

fit. If your warehouse requires

a climate-controlled environ-

ment, or if you frequently han-

dle delicate loads that cannot

be exposed to outside condi-

tions, dock seals are ideal be-

cause they provide a perfect

seal between a loading dock

and the truck.

Dock Shelters
Dock Shelters are more flexi-

ble in terms of application use.

If you have a variety of differ-

ent trailer sizes that use the

same loading area, or a larger

size door opening a dock shel-

ter is the better choice because

they are adjustable. Both are

great ways to save on energy

costs and protect delicate

loads.

Gandhi Automations can

provide a customised solu-

tion to meet any specific re-

quirements you have includ-

ing:

◗ Temperature Control

◗ Weather Protection

◗ Manual or Automated Con-

trol

Which dock seal or shelter

is best suited to your loading

dock? Dock applications, site

criteria and facility operations

vary and may require one fea-

ture more than the others.

Many configurations are avail-

able from basic types of com-

pression dock seals, standard

dock shelters, inflatable seals

to hybrid dock seal / shelter

/inflatable designs.

Key Benefits

◗ Energy saving

◗ Enhanced vehicle seal

◗ Weather protection

◗ Temperature management

◗ Bespoke design available

◗ Low maintenance

RETRACTABLE DOCK
SHELTER
Retractable dock shelter is

best suited for facilities with

large doors and where the en-

tire truck/trailer door opening

must be unobstructed. Re-

tractable dock shelters with in-

clined roofs are formed by a

perimeter structure that holds

a series of canvases which

adapt to the truck’s bodywork.

This structure is re-

tractable so that if any incor-

rect manoeuvre is performed

by the truck, the shelter re-

turns to its initial position. The

aim is to provide a perfect seal

when loading and unloading to

achieve considerable energy

savings and the resulting pro-

tection of the goods.

Retractable Dock Shelters

are commonly used on ambi-

ent unheated or part heated

warehouses where weathering

of the opening and protection

of the goods are the main 

criteria.

CUSHION DOCK SHELTER
Cushion seals are also known

as dock pads. They provide a

better seal than dock shelters

but are less tolerant of a vary-

ing vehicle fleet. The cushion

seal height can be varied by us-

ing a deeper head pad or cur-

tain, Gandhi Automations also

make wedge shaped pads that

are wider at the front than

they are at the back thus clos-

ing a door opening that is

slightly too wide.

A cushion dock shelter

from Loading Systems offers

the best insulation when a ded-

icated vehicle fleet is used to

ship goods. When swap-trail-

ers and mobile containers are

often loaded at your loading

bay our cushion dock shelter is

the best solution.

Cushion seals are mainly

used on temperature-con-

trolled stores where the com-

pression of the pad gives a

tighter seal and maintains the

tight control of temperature

and energy losses that this

type of facility demands.

Inflatable dock shelter
Improve dock energy effi-

ciency and loading dock envi-

ronmental control all at once

with Serco inflatable dock

seals and shelters. Ideal for cli-

mate-controlled loading docks,

inflatable dock seals and shel-

ters offer flexibility and con-

venience, as they create the ul-

timate energy seal for your

dock without putting pressure

on your building walls. And

best of all, they can easily be in-

terlocked with Serco restraints

and other dock equipment for

improved efficiency and safety.

Contact details:

For enquiries via e-mail:

sales@geapl.co.in

Customer Support:

customercare@geapl.co.in
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WATERS CORPORATION introduced

new products that bring greater pro-

ductivity and efficiency to materials sci-

ence research. The new Discovery X3

Differential Scanning Calorimeter, Dis-

covery Hybrid Rheometers and TAM

IV Micro XL isothermal microcalorime-

ter support the development of next-

generation, high performance materials

and products and are being introduced

to the world’s analytical scientists at

Pittcon 2020, March 1 – 5 in Chicago.

“These new products emphasize our

commitment to materials sciences,”

said Jonathan Pratt, Senior Vice Presi-

dent of Waters Corporation and Presi-

dent, TA Instruments. “For scientists

exploring the relationship between the

structure and property of materials,

these technologies enable efficiencies in

both streamlining laboratory operations

and accelerating new product 

innovation.”

Discovery X3 Differential
Scanning Calorimeter for three
times greater throughput
Uniquely engineered to eliminate mul-

tiple testing steps, the new Discovery

X3 Differential Scanning Calorimeter

(DSC) generates three times the

amount of experimental data as a stan-

dard DSC, effectively consolidating

three instruments into one. The data

quality and sensitivity of the instrument

allows researchers to compare various

formulations or competitive materials

side-by-side under the exact same test

conditions. It is the most versatile, 

highest-throughput DSC available to

scientists.

Discovery Hybrid Rheometers
with enhanced measurement sen-
sitivity
This new trio of high-performance

rheometers are five times more sensi-

tive than previous versions and offer

class-leading versatility in a platform

that makes it easier for users of all ex-

perience levels to obtain accurate rheo-

logical data. Scientists are now empow-

ered to measure weak intermolecular

structures, lower viscosities, and obtain

results on smaller volumes of low 

viscosity or weakly structured fluids

than previously possible - a critical con-

sideration when working with scarce or

novel materials.

The unique dynamic mechanical

analysis feature enables the characteri-

zation of solid samples in dynamic ten-

sion, bending, or compression mode.

Researchers can get both dynamic me-

chanical and rheological measurements

from a single instrument and thereby

obtain more information more 

efficiently.

TAM IV Micro XL
Microcalorimeter for next-gener-
ation battery development
Light, compact batteries power much of

today’s world and they hold the key to

the transition away from fossil fuel de-

pendence. Cost and performance im-

provements in battery technology con-

tinue to drive the need for better, more

sensitive measurements.

The new TAM IV Micro XL is a pow-

erful isothermal microcalorimeter

(IMC) specifically designed to give re-

searchers a better understanding of

battery discharging and charging dy-

namics, including the precise mecha-

nisms of “parasitic reactions” that

shorten battery life.

It is the only sub-microwatt

calorimeter capable of addressing a

wide range of battery types for use in

medical devices, consumer electronics,

automobiles and aircraft/spacecraft.

Researchers will now be able to access

critical information for an array of 

applications, and develop safer, more

powerful and longer-lasting batteries.

Waters drives materials
sciences innovation forward
at Pittcon 2020 with new
instrument introductions
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CHINA IS currently one of

the most promising pharma-

ceutical markets. However, the

outstanding opportunities are

accompanied by substantial

challenges for companies who

want to manufacture, import

or sell drugs in China. New

regulatory requirements are

leading to important changes,

especially regarding excipi-

ents used in drug manufactur-

ing. In fact, Chinese excipient

regulation is a globally unique

situation.

With a population of 1.4 bil-

lion and an ageing society,

China is a highly attractive

market for pharmaceutical

companies. To keep pace with

the demographic develop-

ments and the ever-growing

needs in the healthcare sector,

the Chinese authorities have

issued major reforms over the

past decades. The most recent

ones have already significantly

increased regulatory effi-

ciency and transparency,

while to some extent also re-

sulting in better alignment

with international standards.

A globally unique 
situation for excipients
In August 2019, the China

Drug Administration Law was

revised; the changes went into

effect on 1st December 2019.

This law aims at enhancing

drug safety and improving

public health. Although it in-

cludes most of the previous re-

form outcomes, keeping pace

with the constantly evolving

regulatory requirements re-

mains an enormous challenge,

and efficiently planning and

implementing all necessary

steps is a major undertaking.

As far as excipients for the

use in drug manufacturing are

concerned, the situation in

China is unique: no other

country has higher regulatory

requirements for excipients.

Every single excipient used in

drugs sold on the Chinese

market, including those used

in imported goods, must be

registered – a huge challenge,

especially for players who are

not familiar with the Chinese

regulatory system. Whoever

wants to manufacture and

market pharmaceutical prod-

ucts in China, needs a partner

with long-standing expertise

in regulatory affairs and expe-

rience with Chinese authori-

ties and business practices.

This said, it is helpful to cast a

glance at the milestones of the

current regulations.

The evolution of excipient
regulation in China
2001 marked the starting

point of the regulatory focus

on excipients. Article 11 of the

Pharmaceutical Administra-

tion Law stipulated that excip-

ients used for pharmaceutical

production should meet the

requirements for medicinal

use. This very general wording

led to quite inconsistent ap-

proaches. Some Chinese

provinces regulated excipients

as APIs, while others did not

regulate them at all. In 2005,

the China Food and Drug Ad-

ministration (CFDA) issued

the Pharma Excipient Dossier

Requirements for industry,

proposing excipient registra-

tion according to the same

process as APIs with a stand-

alone review by the Centre of

Drug Evaluation (CDE) for im-

port and novel excipients, and

by the local FDA for excipients

described in the Chinese Phar-

macopeia (ChP).

In the following years,

China’s pharmaceutical indus-

try developed rapidly, result-

ing in a broad range of new,

improved medical products.

However, the approval process

could not keep pace and had to

be supplemented and im-

proved on numerous occa-

sions. Prompted by a substan-

tial backlog in drug review, the

Chinese State Council initi-

ated reforms to enhance

transparency and efficiency of

both the drug and the excipi-

ent approval process. Apart

from increasing the number of

reviewers from the previous

100 to approx 800, the review

scheme for excipients was re-

vised substantially, changing

from the stand-alone review to

a bundling review scheme

first, which was followed by

the current co-review process.

In addition to these devel-

opments, the Chinese regula-

tory authorities also engaged

in an intensive exchange with

the US Food and Drug Admin-

istration (FDA), the respective

EU authorities and the Euro-

pean Directorate for the Qual-

ity of Medicines & HealthCare

(EDQM). Moreover, China has

been a member of the Interna-

tional Council for Harmonisa-

tion of Technical Require-

ments for Pharmaceuticals for

Human Use (ICH) since 2017.

The implementation of the

ICH guidelines in China is an

ongoing process.

The co-review process for
excipients
The co-review process went

into law in December 2017. Ac-

cording to CFDA announce-

ment No. 146, all pharmaceuti-

cal excipient manufacturers or

owners, domestic or foreign,

must submit their dossiers to

the CDE. After a successful

completeness check, a regis-

tration number is created on

the CDE registration platform.

The registrant can then issue

a Letter of Authorization

(LOA) to its customers, i.e. the

drug manufacturers, for their

respective drug application. In

fact, the drug manufacturer or

owner can only submit an ap-

plication if it provides valid

registration numbers for all

excipients used.

After successful submis-

sion by the drug manufac-

turer, the CDE starts the as-

sessment process. The

applicant must answer ques-

tions regarding the product

and is informed if there is a de-

ficiency letter for the API, ex-

cipient or packaging material.

If so, the CDE contacts the re-

spective excipient registration

owner. Once this assessment

has been finalised, the drug

manufacturer receives ap-

proval. At the same time, the

status of the co-reviewed ex-

cipients is changed to ‘Active’

on the CDE platform.

In the first quarter of each

year, pharmaceutical excipient

manufacturers must submit

annual reports to the CDE in

order to keep their registra-

tion number active. If certain

excipients have already been

successfully registered in the

context of previous drug re-

views and have maintained

their registration number,

there may be no need for a

new review and the NMPA

(previously CFDA) can use the

excipient registration data di-

rectly. However, another tech-

nical review may be necessary

if the CDE decides that the use

of the excipient has changed.

Dossier requirements 
and pharmacopoeia 
compliance
Just like the individual process

steps, the content of the

dossier must fulfil very spe-

cific requirements. General in-

formation on the company and

the excipient itself, such as its

Novel excipient regulation in China
Cloris Tian, Senior Regulatory Manager,APAC, Shanghai, China Yuwei Heinzel, Head of Pharma
Registration Germany, Merck KGaA, Darmstadt, Germany writes about the opportunities and
challenges for the pharmaceutical industry in the face of new excipient regulations in China

Cloris Tian, Senior Regulatory

Manager, APAC, Shanghai, China

Yuwei Heinzel, Head of Pharma

Registration Germany, Merck

KGaA, Darmstadt, Germany
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name, structure, characteristics, ap-

proval and usage information, must be

included in the registration dossier.

Detailed information on the manufac-

turing process is also required, to-

gether with a list of equipment and

process validation data. Finally, the

dossier must comprise quality control

specifications with descriptions of the

analytical and validation methods.

The level of detail required for the

registration dossier is based on the ex-

cipient classification as revised by the

NMPA in July 2019. Excipients are

classified into products with or with-

out a history of use in approved drugs.

The latter includes completely new

molecules, as well as molecules with

simple changes to their structure or a

changed route of administration. Prod-

ucts with a history of use are in turn di-

vided into two groups: excipients that

are included or not included in the Chi-

nese Pharmacopeia (ChP) or the phar-

macopoeias of the European Union,

the United States, Great Britain or

Japan.

As confirmed in announcement No

56, which went into effect on 15th Au-

gust 2019, the NMPA has also identi-

fied low-risk excipients that are ex-

empted from mandatory registration.

Among these exemptions are corri-

gents, like sweetening agents,

colourants or pH adjusters. However,

the final decision on whether a certain

excipient needs to be registered must

be confirmed by the CDE and depends

on its use in a given drug formulation.

In general, all excipients used in drugs

for the Chinese market must be com-

pliant with the ChP, as stipulated in the

Chinese Pharmaceutical Administra-

tion Law issued in 2019. The current

ChP edition includes 270 excipient

monographs. The goal for the 2020 edi-

tion is to add another 100 excipient

monographs and to promote the har-

monisation with other national phar-

macopoeias in the European Union,

the United States and Japan.

Seizing the Opportunities
The reforms made over the past years

have led to a much more efficient and

transparent excipient registration

process. In addition, the recent regula-

tions have started to harmonise the

registration procedure with interna-

tional standards. Now both domestic

and foreign companies are subject to

the same registration requirements.

And, most importantly, all companies

have an equal opportunity to tap the

potential of the Chinese pharmaceuti-

cal market. However, some challenges

remain: as there was no transition

time, many excipient manufacturers

now lack the technical dossiers they

need for successful registration. As a

result, many drug manufacturers can-

not yet register their products in

China. Finally, the ChP has not yet

been fully harmonised with other in-

ternational compendia, which forces

global pharmaceutical companies to

perform additional comparisons of

methods and cross-validation checks.

The co-review process requires a

firm command of the Chinese language

and familiarity with Chinese business

practices. It is therefore highly recom-

mended to work with an agent in

China, as the relevant dossiers and the

registration platform are only available

in Chinese. In addition, close coopera-

tion and clear communication between

the excipient manufacturer, the drug

applicant and the CDE are essential to

understand the complex requirements

and foster an efficient process. Never-

theless, the fast-growing Chinese phar-

maceutical market is highly attractive

and holds tremendous potential. 

Together with an experienced partner,

these challenges can be overcome. 

The results are both rewarding and

achievable.

In general, all excipients used in drugs for
the Chinese market must be compliant
with the ChP, as stipulated in the Chinese
Pharmaceutical Administration Law
issued in 2019.The goal for the 2020
edition is to add another 100 excipient
monographs.The current ChP edition
includes 270 excipient monographs
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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

Contact for more information

Highly Purified Soybean Oil
Highly Purified Olive Oil
Highly Purified Sesame Oil

Suuiittaabbllee foorr Innjjeeccttaabbllee,, Oraall orr Tooppiiccaall
Foorrmmuullaattiioonnss Suuppppoorrtteedd byy DMFF & CEPP

Ourr Hiigghhllyy Puurriiffiieedd Oillss Commppllyy Wiitthh
European Pharmacopoeia
US Pharmacopoeia
cGMP (ICH & IPEC Guidelines)
FDA / EDQM Inspections

GLLOOBBAAL LEEAADIINNGG MAANUUFFAACTTUURREERR OFF PHHAARMMACCEEUUTTIICCAAL PUURRIFFIIEEDD OIILLSS

angwal
®
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MVT Series 1 Media
Transport System

The Ultimate Solution for
Marking and Coding Systems...

Scan this QR code
to view product applications

X1 Jet Stitch
X1 Jet

Integra Quardo Controller

Printhead

Camera

® ® ®
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www.kromasil.com
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CHENNAI TRADE CENTRE, TAMIL NADU

JULY 202028 29

th6 Edition

SOUTH

Jointly Organized by Official Travel Partner

Tibro

EXHIBITION

B2B MEETINGS

CONFERENCE

www.pharmacsouth.com

NEW PARTNERSHIP
NEW CUSTOMERS
NEW OPPORTUNITIES 

Your Prime Location
HURRY AND BOOK 

Ö 

5 +91 932 203 7955
varsha@orbitexhibitions.com

VARSHA SURVE
ORBIT EXHIBITIONS PVT. LTD.

REACH a highly targeted 
audience from our extensive local 
and global database.

DEVELOP your profile and 
promote your brand through various 
marketing channels.

BUILD your brand through 
this highly successful regional 
pla�orm.

CREATE memorable impact 
amongst the regional and 
international pharma professionals.
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The formula
for those who
formulate the

pharmA sector
Express 

Pharma has 
been the backbone of 

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

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

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

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

field trust the foremost in 
the field.          

For any queries, call 022-67440002  
or email at pharma@expressindia.com. www.expresspharma.in
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For more information,
call toll-free 877.369.9934
or visit pycnogenol.com
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Continuous Coating

Coating, Drying and Laminating -
the basic functions of the «KTF-S»

The use of a production machine is not financially
viable for research and development purposes
The most economical solution is our continuous coating
system of modular design for various materials such as
paper, textile, copper, aluminum and plastic foils

Market leaders are using Mathis technology

The system is available in a powder-coated steel
or full stainless steel version depending on
customer requirements
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■■ Mumbai: Rajesh Bhatkal

09821313017

■■ Ahmedabad: Nirav Mistry

09586424033

■■ Delhi: Ambuj Kumar

09999070900

■■ Chennai ■■ Bangalore:

Rajesh Bhatkal

09821313017

■■ Hyderabad: Mujahid 

09849039936

■■ Kolkata: Ajanta 

09831182580

To Advertise in

Business Avenues
Please Contact:
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T
he Organisation of

Pharmaceutical Pro-

ducers of India (OPPI),

which represents the research-

based pharmaceutical compa-

nies, has appointed Sharad

Tyagi as President for a period

of three years, with effect from

April 01, 2020. Sharad Tyagi is

Managing Director, Boehringer

Ingelheim India and has also

been a Vice President and Ex-

ecutive Committee of OPPI for

the last ten years, heading im-

portant Work Groups & Com-

mittees for OPPI. He takes over

from A Vaidheesh, Managing

Director, India, Glaxo SmithK-

line Pharmaceuticals, who has

been OPPI President for the

past three years.

Welcoming Sharad Tyagi as

President, A Vaidheesh the out-

going President, said, “While I

continue to be a part of the in-

dustry that positively impacts

human lives, it is time to pass

on the baton. I welcome Sharad

as the new President and un-

der his leadership I am confi-

dent that OPPI will continue to

advocate for patient-centred

policies that are focused to-

wards building a healthier In-

dia through access to Innova-

tion. Spending three decades of

my life in this industry, I feel

privileged to be associated with

an industry that truly trans-

forms human lives. The phar-

maceutical industry, with its

share of challenges, also pro-

vides several opportunities for

economic, social and health-

care reforms. Over the past

three years, we at OPPI have

worked towards building a pa-

tient-driven healthcare ecosys-

tem while advocating for inno-

vative healthcare financing

models; robust OTC guidelines;

collaborative PPP models with

States and several other initia-

tives that aim to improve ac-

cess to medicines in the coun-

try. I will continue to be part of

this ecosystem and will be al-

ways available for guidance to

my colleagues and friends at

the OPPI.”

Speaking on his appoint-

ment, Tyagi, President- OPPI

said, “I would like to thank

Vaidheesh and my colleagues

on the Executive Committee

and I am excited to be a part of

this transformational health-

care journey. Expanding

healthcare access; fostering re-

search and innovation and

leveraging health data are the

three emerging patient-cen-

tred themes. The research-

based pharmaceutical industry

continues to play our role in

reimaging India’s healthcare

landscape as we remain com-

mitted to our purpose which is

to bring newer and better med-

icines to every citizen of the

country. I believe we at the

OPPI have clear priorities and

along with the OPPI Secre-

tariat led by KG Ananthakrish-

nan, Director General, OPPI,

we will together work towards

serving our patients and

strengthening our approach of

Health meeting Hope.”

Sharad Tyagi appointed as President of OPPI
Sharad Tyagi is the Managing Director of Boehringer Ingelheim India and has also been a Vice
President and Executive Committee of OPPI for the last ten years, heading important Work
Groups & Committees for OPPI

SRIDHAR VENKATESH has

been appointed as Managing Di-

rector and Vice President of GSK

India effective April 1, 2020. He suc-

ceeds Annaswamy Vaidheesh who

will retire from the Company effec-

tive March 31 2020.

Venkatesh is a senior business

leader with more than 24 years of

diverse experience in pharmaceu-

ticals and healthcare and has a

strong track record of success in

multiple roles within GSK.

He joined GSK in 2011 as Head

of Commercial, Established Prod-

ucts, Branded Generics, and

moved as General Manager, Singa-

pore before taking up the role of

Commercial Head, India from 2014

to 2016. He was then promoted as

VP of Central America &

Caribbean before taking the cur-

rent role as Vice President, Emerg-

ing Markets East with direct man-

agement of six markets

(Philippines, Vietnam, Thailand,

Malaysia, Indonesia, and Sri

Lanka). Venkatesh is a Registered

Pharmacist, with a Master’s in

Pharmacy (Pharmaceutical Mar-

keting).

Commenting on the appoint-

ment Renu Karnad, Chairperson of

the Company said, “I warmly wel-

come Sridhar to lead GSK in our

next phase of growth to serve the

patients of India. I would also like

to take this opportunity to thank

Vaidheesh for his leadership during

the last five years. Vaidheesh has

represented the company with

great skill and has helped GSK In-

dia become a positive force for

change on many important mat-

ters. I am grateful for the excellent

counsel and support he has pro-

vided to the Board. I wish him suc-

cess in all his future endeavours.”

Sridhar Venkatesh appointed as
MD and VP of GSK India
Venkatesh is a senior business leader with more than 24 years of
diverse experience in pharmaceuticals and healthcare and has a
strong track record of success in multiple roles within GSK
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TAKEDA Pharmaceutical announced

the appointment of Dr Mahender Nayak

as Area Head for the Company’s ICMEA

(India, CIS, Middle East, Turkey, and

Africa) Area. In his current capacity, Dr

Nayak will lead the company’s opera-

tions from Dubai, United Arab Emirates

(UAE), where he will be based.

Dr Nayak has more than 20 years of

performance-driven leadership experi-

ence in the biopharmaceutical industry,

having worked in multinational and re-

gional companies. Before this role, he

oversaw Portfolio Management for

Takeda’s Growth and Emerging Mar-

kets Business Unit based in Singapore

(2018 to 2020). Prior to that, Dr Nayak

was the General Manager of Takeda’s

operations in Korea. 

Commenting on his new role, Dr

Nayak said, “This is an exciting time to

move to a part of the world that is teem-

ing with great opportunities to increase

patient access to Takeda’s highly inno-

vative medicines. We aim to do this

through our commercial activities and

commitments around our approaches to

Access to Medicines across rare dis-

eases, oncology, neuroscience, and gas-

troenterology.”

Across ICMEA, Takeda collaborates

with governments and regulators, to en-

sure that its diverse portfolio of innova-

tive medicines is made available to pa-

tients as quickly and safely as possible.

“These countries are open to innova-

tion and partnering with world-leading

R&D-led organisations like Takeda. Our

diverse talent across the company’s

presence in over 82 geographies bring

many different experiences, back-

grounds, cultures, and perspectives

that help drive health innovation and ul-

timately benefit patients. This can only

be done by nurturing and developing

the best talents and ultimately becom-

ing an employer of choice”, added Dr

Nayak.

Dr Nayak started his career as a

physician in Bangalore, India and has an

MBA in Marketing.  He joined Takeda in

2011 and, since then, grew within the

company to hold various senior interna-

tional and regional roles.

Takeda appoints newArea Head for India,
CIS, Middle East,Turkey, and Africa
Dr Mahender Nayak will lead the company’s operations from Dubai,
United Arab Emirates (UAE), where he will be based
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