October 27, 2022 | Pages - 10+54 Spl §

BN Mo, MAMENG! 2000/05 166 :

CHRONICLE
PHARMABIZ

A Saffron Media Publication ® Mumbai ® Val, 22 No. 48

SIONA

chemicals

—EprnE AR CAISUEY T ORlC e——

L= right ingredient &4
make all the difference
in your formulations

NATURAL
SUGAR FREE
SWEETENERS
& LAXATIVES

Lactitol

Xylitol

101-103, Shyam Kamal 'D’, Agarwal Market,
Vile Parle (E), Mumbai - 400 057, India

Talk to us

Tel: +91

Email: produ

for more information

upplement | ¥

= £

Maltitol

Sorbitol

Thursday + October 27, 2022 & T60

pharmabiz, com

edition Scan QR code

Award-Winning
Fume Hoods
fromthe Fume Hood
expert!

ds ND&CT Rules 2019

i the NDMCCT Rudies, v Bule B,
Sub Rule 3), a provision shall
be inserted that if there is no
comumumication received from
the CLA to the applicant within
the forty-five working davs
periodd, the registration of ethics
committee shall be deemed 1o
have been granted by the CLA
and such registration shall be
deemed to be legally valid for
all purposes and the applicant
shall be authorised o ndtabe
clinical trial in accordance with
thisse rules

The applicant who has taken
deemed  approval ender  the
abvrve sad provision shall before
Imitiating i functions of the EC,
indioern the C1LA B Form CT-0A
arwd the CLA shall on the basis of
this’ information, take on recoed
the Form CTIRA which shall
become part of the offical record
arwd  shall be called devmed
registration of the CLA

The next provision fo be
mserted is under Rule 22, Sub-
Hule (2} whendn if thene is no
communication from the CLA
te the appbcont within the
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90 working davs penod,  the
permission i conduct all elingcal
trial shall be deemed o have
been granted by the CLA and
such permission shall be deemed
v bt gl valil for all purposes
and the applicant shall be
authorised 1o initiate dindcal triad
in aconrcance with these rules.

In Rule 24, a p.’m‘iﬂiu\n o ber
added under which if there is
no commundcation from e
CLA 1o the applicant within
%) working davs perod, the
permission o conduct  afl
clinical trials shall be deemed
o be legally valid for all
purposes. and the applicant
shall be authorised to initiate
clinical trials in sccordince.

In Bule 34 Sub-Rule (2).
a provision s added that if
ng communication has been
received from the CLA 1o the
apphicant within the % working
davs p|.'|:||1-|.1. the permission
o conduct bioevailability or
bioequivalence stady of the
new drug o investigational
new drug shall be deemed to

have been granied *

o
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Global APl market entering into new growth phase

Dr, Sanjay Agrawal
v market for acive
inmgrodients (AP
was  extimated o be

worth over USS 17705 billion
in 221 and s anticdpated: o
grow o USH 25860 billion by
27, registering a CAGR. of
nearly 750 per oent over the
forecast pedod of 2022-2027,
The Covid-19 epidemic had
a positive market impact in
2020 because the key players
and eountries are producing
large quantities of ingredients
to mwet the ongoing demand
for Covid-19 treatment. Drug
producers.  have  changed
their business  strabegies o
concentrate on a bigger patient
base due o the Covid-19
epidemic. For instance, the
US asked India to import
hyvdroxychloroquine.  (HOCH
to treat coronavirus, The vims
has also hampersd Canada’s
pharmaceutical supply chiin,
which might harm patients

there. Canadian  pharma
giants are  expanding  their
partnerships  with  nations

other than China to reach new
markets,

The  increasing  drug
research  and  developmenl
efforts for drug,

manufacturing, the growing
significance  of  gendrics,
and the rising adoption of
bippharmaceuticals  are  the
main  drivers: of the active
pharmaceutical  ingredients
market's growth. The market's
expansion is anticipated to be
hampered by many countries’
unfaveurable medicine price
control  policies  and  high
manulacturing cosls.

The demand for medications
is anticipated 1o rise due
to the nsing prevalence of
chronic diseases, accelerating

the market growth for
active pharmaceutical
ingredients,  The  World

Health Oegantzation (WHO)
estimates that cardiovascular
ilinesses claim 179 million
lives annually, making them
the top cause of mortality
worldwide,

According to the Alzheimier's
Association, R ] million
Americans will haye
Alzheimer's disease in 2020
The sixth biggest cause of death
in the 'S is this illness, which
s more COMMmMOon N persons

over 65 {and approximately 5.6
million patients fall in this age
bracket).

This number is anticipated
to reach 14 million as the
baby-boomer generation
ages, and the situation
worsens over the projection
period as they approach the
age of 65. A new case of the
illness is predicted to emerge
every 33 seconds by 2050,

In addition, introducing
fresh pharmaceutical
and biological products,
purrh.asen, joant  ventures,
and geographical expansions
are some of the strategic
actions o maintain market
stability. This will probably
I.'I'Ii.'ull!'ilg,l.' I'.I'I.Il'kl.'l L'Z".Fllﬂslt'ln
shortly. As an  illustration,
Quarticai and Bright Path
Labs worked together in 2020
to build Al-based technology

to continuously manufacture

essential APIs  that  are
required  for  generating
essential small-molecule
medications.

Drugs for diabetes,
cardiowascular disease,

analgesics, and pain teatment
have historically  dominated
the markel for  active

Chu  Century Pharmaceuticals Ltd

| ® Application

» Ceography

ALFACALCTINM - 4 LI94-95-8 |

®  ACENOCOUMAROL ®  MOUNUPIRAYIR

&  AMLODIPINE BESTLATE *  NERMATRELVIA

®  AMPROTERICIN B INJECTION GRADE ®  OFLOXACIN

o AVANKFIL ®  OXYTETRACYCLINE BASE BINYORATE -
& AITHADMYCIN DFHYDRATE SUITABLE FOR INJ PREPARATION

»  CHUORAMPHENICOL ®  OEYTETRACYCLINE HEL (1N GRADE

®  CHLORAMPRENICOL PALMITATE ®  PALONOSETRON KCL

&  CLAWTHROMYCE ®  PHENYL BUTAZONE

® DAPOXETRE HCL =  PREGABALIN

*  EMPEELELOTIN ®  EOSGVASTATIN CALEIUM

®  ERYTHROMYTIN *  ROEITHROMYCIN

«  ERTIHROMYCIN ESTOLATE &  SEVELAMER WYBROCHLORIDE 1S2751.57.0
*  EATTHROMYCIN ETHYL SECCINATE ®  SEVFLAMER CARRDNATE $45773.93.0
o ERYTHROMYCIN OXIME BASE M3 ®  SIOENEFIL CITRATE

&  ERTTHROMYCIN FROSPHATE ®  SITAGLSTIN FHOSPRATE MONTEYORATE
®  ERYTWRDMYCIN STEARATE ®  TADALAFIL

®  FUBENSARN ®  TETRACTELINE #EL

®  FLUPHENAZINE DECANDATE ®  TIAPRIDE

®  FHUETICASONE PROPIDNATE ®  VARDENAFIL HCL TRIEYDRATE

o LINAGLIPTIN ®  VILDAGLIFTIN

VIT I8 ERIVATTVIS ANTE GLALICONEA | evrrrnansae
CALCTTRIOL - A2 02204 IMATOFROST « 5% S | mmmlﬂ" | ESCHRECRLANTITNE ML - | BT

13200634 LATANOFROSTENE BUNOD I REINFOUAMIDE - | SAR0-45.7

mma pm

TRAVUOPROST - TATa83-086  MISUFROATOL
CALCUMTRICL- 11 .'1-‘- "l
16511

Purpose & scope of report

| pharmiaceutical
i (API) causes its effects, Many
{ active substances are present

[Email

ok, Wosld Toaide Cenrer, Sayapgani, "f'td.ml.uu. I.luluM!-

Century Pharmaceuticals Ltd.

- Phaue : 91 263 L61S51/TISI0TH23R250Y + Fax 1 W1 68 22084000
#gmalenm + Weh © wew crmmurppharm com

USE 208,900 Millien

AESSET

031

Global Acthve Pharmaceutical Ingrediants (API) Market
Market lonecast to grow el & CAGR of 5.5%

S0 334,000 Millkon

pharmaceutical  ingredients
(API). However, according to
R&D trendds, the focus |s on
creating  comples APl used
in cutting-edge formulations

®  Merchant APl

By synthesis type
& Synthetic
& Hiotech

Hurnbsse ol b Cance Case, (obal 1000

APlLand merchant APT)

® Synthesis tvpe (synthetic

and biotech)

g-!’)mg type (generic  and

branded)

(cardinlogy,
pulmonology,  oncology,
ophthalmology, newrology,
orthopaedic

{Naorth
America, Europe,  Asia-
Pacific, Middle-East and
Africa and South America)

active
ingredient

Any drug's

{in- some medications, such
+ as  combination  medicmes,
i which
{ symptoms or work in many
{ ways. Both during the R&D
and  commercial pmdufti.:m
i phases, they are generated by
L emploving  highly techmical
i industrial procediires.

truat VoS

By business mode
| m Captive APl

Nerkam s L et g [ [a—
targeting specialized
therapeutic felds. By type of drug
Drrug price controls tnseveral  ®  Generic
countries, severe competiion & Branded
A0 the market's
participants,  and  strict By application
| regulatory standards are the ®  Cardiology
! main factors limiting market = Pulmomology
! expansion. & Oncology
s Ophthalmology
| Market segments s Meurology
i The APl market is divided » Orthopaedic
| inito different market ®  Other Applications
{ segments  based on  the
{ following: Market trends
{ m Business model (captive  Since the pharmaceatical

industry is beading the fight
against: Covid-19  and  has
responded to this worldwide
challenge by  ensuring  the
availability of  medicines
despite supply chain
disruptions, the pulmonology
segment has been enjoying a

high peak in growth.
Drse to the large population
using various VD

medications due to thie high
?r\ovalmm of cardiovascular
disorders, the cardiology
segment commands a sizable
market share. Cardlovascular
diseases (CVD) continue to be
the main cause of morbidity
and the leading cause of
martality in Europe, according
to the Eurppean Society of
Cardinlogy's 2019 Statistics.
There are about six million
new cases of CVD in the EU
and over 11 million cases in
Europe annually, With about
49 million sufferers in the EL,
the disease has a significant
sconomic cost of EUR 210
billion anmually.
CONTINUED ON 3 | B+
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Biological medications being used to treat chronic illnesses

CONTINUED FROM i B

Due W the  increased
frequency of camcer over
the past several  decades
amd the expectation that the
disease would affect a larger
percentage of the population
throughout  the  projection
period, the ontology segmient
= also  anticipated to  rise
significantly during that time,
To meet the global oncology
market's needs, players are
crmstantly creating niw APs.
A gemeric version of Velcade,
manufactured by Millennium
Pharmaceuticals, callied
Bartezomib for Imection, was
introduced 1o the US market
by D, Reddy's Labaratones in
December 2009 Adult patients
with multiphe miyeloma
or mantle cell  lymphoma

undergoing al least one prior

therapy are treated with
bortezomib.

MNorth America dominates
market

MNorth America now
dominates the market for
active pharmaceutical
COMponents, and this

dominance is anticipated to
last for a fiew mone years. Due
to rising disease rates and an
aging population, this anea
is anticipated to see a gain in
market shire n the future,
We control the majority of the
miarket in North America.

The country had to import
many APMls  from  other
countries  becouse  of  the
drastic Covid-19 outbreak, and
domestic producers also had to
ramp up production to meet
the demand. The majority of
its AFl needs are satished by
impaorts from Asian markets,

Acconding to the US trade
statistics, China and  India
account for roughly 75-80 per
cent of all APls imported into
the US since they have well-
established production  bases
and a big labour force that
caters to the pharmaceutical
industry.

Recent political and
trade initiatives of the US
government o mise import
bevies and axes are anticipated

to  increase  operational
expenses  and  pul  more
pressure on manufaciurers’

pricing. To pguarantes  the
supply of high-quality goods
to the US market, the FDA has
raised the application costs for
brand-new medicine .!p'prlw.!l_\
and increased the frequency
of perindic inspections carmied
ot at varbous offshore contract
manufacturing facilities.

Competitive environment

The market for active
pharmacentical ingredisnts is

are anticipated toexpand at the
highest CAGE,

ilinesses, sedentary  lifestyles,
and  the aging population,

extremely  competitive
anid hixs several
significant  companiss,
which  suggests - a
fragmented market
ENVITOmment. Dhue
W their  extensive
industrial  footprints,
several  manufacturers
from China and India
enoy @ prominent
market position
in the APl market
Due to a thriving
pharmaceutical and life
soiences industry, taly,
Germany, and the UK
are the primary regions

tor APL commerce in Europe,
The majority of APls made

by well-known

are ufilized for

of  businesses,  though,
have emerged as  contract
manufacturers
wide range of customers.

Furthermore,  small  and
midsize  businesses  are |
expanding  their  market

positton by releasing new

imgredients at  competitive :
cosis 0 response 1o rising
breakthroughs :

technology

and product improvements,

In the market for active

pharmaceutical ingredients,
organizations  like  Tewa,
Phizer,  Aurobindo,
Pharmaceuticals,  Novartis,
Mylan, and  Boehringer
Ingelheim  hold  sizable
miarket shares.

MNew phase of growth

The active pharmaceutical
ingredients  (API)
is transitioning into @ new
growwth stage on a ghobal scale.
The APl sictor is expanding

at a never-before-seen  rate
the intensifying :

due to
market dynamics’ of rivalry

and consolidation, including

new  megulations,  patent
expirations, and Para IV focus.
According to a  recent

markel analysis released by

Global Market Resoarch, the |

global AP market, estimated

to be worth USS119.7 billion -

in 2013, is predicted to grow
o LIS5185.9 billion by 2020,

developing at a CAGR of 6.5 :

per cent from 3004 o 2020,
During  the  anticipated
period of 2014 to 2020,
the  global APl market
is anticipated to  expand
stgrificantly, with

Market Concentrathon

Conantiduied- Narket domanagtod by 15 maje

players

—mmmwn

APV} Market

cardiovascular

medications  accounied
for the greatest market
revenue share in 2013,
In all market divisions,
the tendency of top-
selfing brands 0 lose
their market exchusivity
has given rise to chances
for generic products. In
particular therapeutics
segments, this raises the
demand for Al'ls.

Beological medications
are now  being  used

captive -
production. A small number

with n

Sun :

m.arkﬂ_

the

oncology and central nervous {
system  medication  sectors
playing a key role. During :
the projected period from :
2014 to 2020, these segments

B
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difficalt  duplication  when
compared o chemical AP,
these medications are more
expensive.  The  ability o
produce  biosimilars that are
not perfect replicas of innovator
medications bub are extremely
equivalent in terms of safety
and efficacy has been made
possible by advancements in
production  technology — the
WHO has also  established
comparable rules established
by the FEuropean Union.
Europe has been the leader in
the approval of biosimilars.
The developmenlt of regulatory

Fuagestnimst - Highly competitive markist withowt | more  frequently  to  frameworks for biosimilars in
L treat chronic illnesses  several countries portends a
liki diabetes and  significant market opportumity
Due to  the increasing cancer. Due to their ngorous  for pharmaceutical firms.
frequency of  cardiovascular  produchion requirements and CONTINUED ON pd 1B
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How new technology is transforming patient care

Saurabh Kochhar
™ e infegration  of
fechnology  imbo e
Indian  economy s
2 revolubionary and  has

impacted  every  seclor  and
healthcare is no excepdion. It
ontinues  to dove  forward
ard streamline the healthcane
operations that were earlier hard
tor be handled manually. Spurred
by the outbreak of the covid-19
pandemic,  the adoption of
digital technologies in healthcare
& playing a pivotal role in
developing newvel treatmients for
improved delivery at loweer oosts.

Today, technology
companies are making strategic
myvestments in the healthcare
potential  to transform  the
patient  experience with  a
customer-centric  healthcare
approach. The intervention of
new technologies in healthcare
ts fowcusing on creating data-
drven delivery models  that
are different from traditional
models, making bold moves
for the sector’s growth. As per
the market data - the revenue
in the Indian digital health
market s progected to touch
US $9.22 billion in 2022, at an
annual growth rate of 22.7 per
cent CAGER.

The: intervention of
technology solutions is posing
as a key enabler in utilising
agile  innovations. It takes
imto consideration the needs
of patients and healthcare
providers, imperative to fill the
existing gaps in the héalthcare
landscape,

Cloud computing — enabler of
HER

To achieve universal
healtheare ACORSS, the
governmen! renewed its focus
to improve the way healthcare
pn‘n u:!c'm np].'rrmrh ﬂ'lt‘litfﬂ|

treatments, For holistic and
digitally enabled patient care,

has provided a significant
advantage in bringing

Since e-Rx are generaled
electronically, they are legible

The expedited move of healthcare towards digitally driven
solubions has mpacted the way healthcare providers and patients
communicate for refined healthcare delivery

it beromes  mmperative  for
hesalthcan: providers to embark
on a digital jramey o record
patients’ dataelectronically and
deliver holistic care, Among
the most prominent  digital
healthcare solutions, electronic
health records are one of the
most  sought-after  solutions
in replacing the antigquated
process of recording patients’
medical data and history.

Considering  the  many
health tech innovations, cloud
computing is considered  al
the forefront and key enabler
of electronic health records.
The post-pandemic  world
not just requires cutting-edge
toots to replace  traditional
care solutions, but needs a
technology  intervention  that
can create @ holistic healthcare
environment to improve doctor
and patient collaboration.

For both the care receiver and
llu;' provider, ulﬂud li-.'hnml-ng}r

accessibility and  affordability
tis their tablet = anywhere and
whenever one needs to acoess
the medical record,

Paperless prescriptions

The expedited move of
healthcare  towards  digitally
driven solutions has impacted
the way healthcare providers
and patients communicate for
refined  healthcare  delivery,
With  digital  inlerventions,
the concept of paper Rx ie,
paper  prescriptions  have
moved to eRx,  electronic
digital prescriptions that are
gemerated,  transmitted  and
stored digitally as a patient’s
EHR. The concept of e-BX is
fast replacing conventional
prescriptions,  outpacing  the
benefits of doctors” handwritten
prescriptions, © cross-checking
the medicines and  finding
altermatives at pharmacies in
case of una\'mlahilil!,-

and clear o understand the
treatment and dosage. Unlike
handwritten prescriptions,
e-Rx has a negligible scope of
human errors that eliminates
misinterpretation of medicines
and ensures  patient  safety
in initiating medicine-
based treatment As e-Hx is
saved on the cloud, chances
of misplacing or losing a
prescripion  and  minimized
and dirctly transferred 1o
pharmacists, without having to
kevp a track of the hard copy.

Electronic records or e-Bx,
both are digitally generated
that play a crucial role in
eliminating  the  forgery
of prescriptions, Often
handwritten prescriptions are
forged or misused to obitain
myore drugs from the pharmacy.
However, e<Rx puts an end to
several illegal practices such
as obtaining drugs illegally or
drug ;lbfu-'-e

Streamlining of medical data

Throughout the patient's
freatment  journey, a  huge
amount of medical data
i generated  from his
hospitalization o post-
recovery  treatment,  Before
the digital transformation,
healthcare providers  colbected
patient data only in the form
of hard copies. However, the
challenges toaccess and analyze
the data remained unresalved.
Every time, someone from the
hospital’s staff has to enter the
data manually into the system
firr record-keeping,

The  digital makeover of
healthcare data provides faster
access  to patient's  medical
hastory while promaoting casier
collaboration  between  doctor
and patient. It reshapes the
patient’sjourney by streamlining
the data - accessing, storing
and  exchanging  healthcane
dats more efficently, Cloud-
bastd  technology  simplifies
storage  that  dramatically
reduces  maintenance  cosis,
improves accessibility and adds
transparency.

Bottomline

Digital adoption in
the  healthcare  scenario
I5  ombnuing 0 gain

major  traction  with  the
implementation  of  new
technologies. With a lot of

disruption coming from  the
healthtech  entreprencurs. o
rethink patients” perspectives,
the healthfech start-ups are
leading the sector towards
digital innovation, redefining
the way patiens engage with

healthcare  providers  and
reshaping the patienl care
CNPERIETCe. -
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Cost-competitiveness of Indian APIs, a major advantage
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With  the introduction  of
poly pills, the APl business
wiould see an additional boost
in creating a solid product
pipeline.  Numerous  Indian
APl players are working on
cuttingedge  research  on
the chemicals that go into
making a combination tablet
for high blood pressure and

cardiovascular disease.

Angiotengin. 11 receptor
antagonists or sartans,
utilized in medications
for  hypertension,  diabetic

nephropathy, and congestive
heart failure, are also 2
significant market opportunity

for Indian APl Osartan,
candesartan, irbesartan,
telmisartan, olmesartan,

valsartan, and eprosartan ane a
few of the ATs.

Additionally, India is
an expert in dental and
dermatological  A'ls. The

Indian APl business nught
directly compete with China
by 2020 and become a favoured
partner for major international
firms in the sector.

The industry is currently
in an advantageous position
and is acting quickly to
corner the orders from the
patent-expiring medications
valued at more than $&0

billion. The firms also hope
to capture a sizable portion
of the regulated US and
EU markets, where pricing
pressure s growing  due
to the availability of low-
cost 5uppljem in emerging
nations, surplus big pharma
capacity, and backward
integration by certain
generic firms,

The cost-competitiveness
of the Indian APl buosiness
is a major advantage in the
International market. India has
a high level of expertise based
on the chemical knowledge of
its scientific ability. According
to the Kamataka Drugs and

Pharmaceutical Manufacturers
Association, with the growth
of contract  manufacturning
and  mesearch  services in
India, businesses like Anthem
Biosciences, Syngene, a Biocon
subsidiary, and Jubilant are
THVW OTE E:rev.l.lvnl thiere than
n Western nations.

The iwolvernent of Indian
APl manufacturers I the
synthesis and  production o
late-stage mtermediates  and
Al'ls has led to a progressive
evolution of their role in
the global  pharmaceutical
supply chain. Historically,
innovators  have  typically
chosen  to outsource  early-

stage tntermediates to Indian
manufacturers while doing the
final phases of APl synthesis
in-house  or  collaborating
with  specalized  European
suppliers, However, in recent
years, the reputable track
record of Indian businesses
in providing  high-quality
products and their ability o
perform complex  synthesis

has  increased  participation
in supplying late-stage
intermediates 1o Innovabive

businesses, according o the

ICRA report. .

(The anthor i leading
Pharmacewtical Consultant)



