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COVER STORY

Covid vaccine age limit eased,
MHA issues new guidelines to
curb spread: Top developments

In a big boost to India's inoculation drive
amid a surge in new Covid-19 cases, the Central
Government has eased the age limit on
vaccination, allowing all those above 45 years in
age to get the dose from 1 April.

The nationwide vaccination drive was rolled out
on 16 January with healthcare workers getting
inoculated while frontline workers began getting
the shots from 2 February.

The second phase of the world's largest
vaccination campaign commenced on 1 March
for those who are over 60 years of age and for
people aged 45 and above with specified
co-morbid conditions.

The government's move to ease the age limit for
coronavirus vaccination is expected to provide a
big boost to the inoculation programme in the
country amid a recent spurt in daily Covid-19
cases in some states.

In another major development, the Ministry of
Home Affairs (MHA) has issued new guidelines,
asking all states to enhance the proportion of
RT-PCR tests, strictly enforce the "test-track-treat’

protocol and speed up the pace of vaccination to

cover all priority groups.

All you need to know about India's
fight against Covid-19

India to vaccinate all above 45
from 1 April

Union minister Prakash Javadekar has said that
now even people without comorbidities who are
more than 45 years of age can get vaccinated.
"Today after discussion and on the advice of the
task force and scientists, it was decided that from
April 1 the vaccine will open for everybody above
45 years of age,” he said.

"Our appeal is that all above 45 years should take
vaccine as early as possible, that will provide
them the shield against coronavirus and they
should register for getting vaccinated."
Javadekar said the Cabinet also decided that the
second dose of the vaccine can be taken between
four and eight weeks, on the advice of doctors. It
was allowed to be taken between four to six
weeks earlier, but scientists have now said that
taking the second dose between four and eight
weeks gives improved results.

He said till this day, 4.85 crore doses of the

vaccine against Covid-19 have been
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administered with more than 32 lakh people
getting the jabs in the last 24 hours, which was
the highest single-day vaccination so far.
Vaccines are available in enough number and
there is no scarcity and the supply chains and
supply line is intact, he said.

To a question on rise in Covid cases in some
states, he said the central government is in touch
with them and there will be effective manage-
ment.

"We hope that virus would not be allowed to
spread.”

Govt tells states to 'test, track, treat' to
counter Covid surge

The government has issued a fresh set of guide-
lines directing all states and Union Territories
(UT) to 'test-track-treat’ in a bid to counter the
renewed surge of coronavirus infections.

MHA has asked all states and UTs to enhance the
proportion of RT-PCR tests, strictly enforce the
"test-track-treat’ protocol and speed up the pace
of vaccination to cover all priority groups.

The new set of guidelines issued by the MHA will
be effective from 1 to 30 April.

The MHA noted in its guidelines that while the
Covid vaccination drive is proceeding smoothly,
the pace is uneven across different states and UTs
and, the slow pace of vaccination in some states
and UTs is a "matter of concern".

The guidelines said the vaccination in the present

scenario is critical to break the chain of

transmission and hence all state and UT govern-
ments should rapidly step up the pace to cover all
priority groups in an expeditious manner.
Delhi, Karnataka see record daily
spike in cases
Delhi and Karnataka have registered a record
spike in fresh Covid-19 cases. While Delhi saw an
increase of 1101 new cases, its highest since
December 19 last year, Karanataka added more
than 2,000 cases in the last 24 hours.
Amid the surge and the state government's
measures to contain the spread, the Karnataka
government had decided to make a negative
Covid report not older than 72 hours mandatory
for travellers from Punjab and Chandigarh. The
government had already made the provision for
those from Kerala and Maharashtra.
The rising number of coronavirus cases in Delhi
prompted authorities to impose restrictions on
Holi celebrations. Citing the prevailing Covid-19
situation, the AAP-led Delhi government has
imposed a ban on Holi celebrations in public
places.
Maharashtra's Covid numbers
> Maharashtra has reported 28,699 new
Covid-19 cases, 13,165 recoveries, and 132
deaths in the last 24 hours.
> According to the State Health Department,
the total count of cases has gone up to
25,33,026 including 2,30,641 active cases
and 22,47,495 recoveries.
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> Pune district reported 5,722 positive cases

and 38 deaths in the last 24 hours.

> The cumulative cases in the district stand
at 4,79,521, while the total number of

recoveries stand at 4,27,400.

> There are 42,650 active cases in Pune. As
many as 9,640 people in the district
succumbed to the virus.

> Mumbai reported 3,512 new Covid-19 cases
taking the cumulative cases in the capital
city to 3,69,426.

> While 1,203 people have recovered from the
disease, eight people succumbed to the virus
in the last 24 hours.

> Total recovered cases in the city stand at
3,29,234 and the death toll is 11,600,

Mumbai has 27,672 active cases.

India’s total cases of mutant Covid-19
variants reach 795

The total number of cases with the UK, South
Africa and Brazil variants of SARS-CoV-2 in the
country has reached 795. From 400 cases report-
ed on March 18, the infections by mutant strains
have increased to 795 in the country.

Minister of State for Health Ashwini Choubey
told Rajya Sabha on March 16 that no case of
reinfection by mutant variants of SARS-CoV-2
virus has been reported from India so far.
According to the World Health Organisation
(WHO), in the three countries where the
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pandemic is being driven by the variant
mutants of SARS-CoV-2 virus, namely the UK,
South Africa and Brazil, the South African and
Brazilian variants have the potential to
reinfect persons who have been previously
infected with SARS-CoV-2, he said in a written
reply.

The UK variant of SARS-CoV-2 was first
reported in India on December 29.
International flights remain
suspended in India till April-end

In view of the novel coronavirus pandemic, the
Indian government on Tuesday extended the
suspension on scheduled international
passenger flights till 30 April, 2021.

"However, international scheduled flights may
be allowed on selected routes by the compe-
tent authority on a case-to-case basis," noted
the Directorate General of Civil Aviation
(DGCA) in a circular.

The circular said the suspension does not
affect the operation of international all-cargo
operations and flights specifically approved by
the DGCA.

Scheduled international passenger services
continue to remain suspended in India since

March 23 due to the coronavirus pandemic.
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Strides gets USFDA approval for
Potassium Chloride for Oral
Solution

Potassium Chloride Oral Solution is indicated for the treatment and
prophylaxis of hypokalemia

Strides Pharma Science announced that
its step-down wholly-owned subsidiary,

Strides Pharma Global Pte, Singapore, has

received approval for Potassium Chloride
for Oral Solution USP, 20 mEq from the
United States Food & Drug Administration
(USFDA). The product is bioequivalent and
therapeutically equivalent to the Reference
Listed Drug (RLD), Potassium Chloride for
Oral Solution USP, 20 mEq, of Pharma
Research Software Solution.

According to IQVIA MAT January 2021
data, the US market for Potassium Chloride

for Oral Solution USP, 20 mEq is approxi-

mately $56 million. The product will be
manufactured at the company’s facility at
Bangalore and will be marketed by Strides
Pharma in the US market.

The company has 127 cumulative ANDA
filings with USFDA of which 100 ANDAs
have been approved and 27 are pending

approval.

Potassium Chloride Oral Solution is
indicated for the treatment and prophylaxis
of hypokalemia with or without metabolic
alkalosis, in patients for whom dietary
management with potassium-rich foods or

diuretic dose reduction is insufficient.
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AstraZeneca Pharma India gets
DCGI approval for Osimertinib
tablets

It is now approved as monotherapy for adjuvant treatment after
complete tumour resection in patients with NSCLC

AstraZeneca Pharma India has received

Import and Market Permission in Form

CT-20 (Subsequent New Drug Approval) /"“\
from the Drugs Controller General of India '\‘ /,l

for Osimertinib 40mg/80mg film-coated
tablets (Tagrisso).

Osimertinib 40mg/80mg film- coated ~ Drugs Controller General of India
tablets as monotherapy is now approved for
additional indication for the adjuvant treat-
ment after complete tumour resection in
patients with non-small cell lung cancer

(NSCLC) whose tumours have epidermal

growth factor receptor (EGFR) exon19

deletions or exon 21 (L858R) substitution m -
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The receipt of this permission paves way

for the launch of Osimertinib 40mg/80 mg
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WuXi Biologics to acquire CMAB
Biopharma Group
Form strategic partnership with CBC Group

WuXi Biologics announced it has entered

into a purchase agreement with CBC Group

B
(CBC), a healthcare-dedicated investment A
firm, and other companies including Ming EAEER
Bioventures under which WuXi Bio will R

acquire over 90 per cent interest of CMAB

Biopharma Group (CMAB). The transaction is WUXi BiOIOQics

expected to close in the second quarter of Global Solution Provider
2021. a

As a Contract Development and
Manufacturing Organization (CDMO) based in
Suzhou, China, CMAB provides comprehensive
services from cell-line development, process
development to clinical GMP manufacturing
and has over 250 employees. Upon transaction
completion, WuXi Biologics will increase
7000L drug substance capacity (MFG21) and
drug product capacity (DP11) for liquid and
lyophilization within its global manufacturing
network.

Furthermore, WuXi Biologics and CBC will

also establish a strategic collaboration to

enable CBC portfolio companies to discover,

develop and manufacture biologics.
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NPPA extends ceiling prices of
Heparin Injection till Sept 2021

The decision is taken based on the movement in API prices

The National Pharmaceutical Pricing Authori-
ty (NPPA) has extended the revised ceiling
price of Heparin Injection 50001U/ml and
1000 IU/ml upto September 2021.

Earlier, vide SO. 2151(E) dated June 30, 2020,
the authority had revised the ceiling price of
Heparin Injection 5000IU/ml and 1000 IU/ml
which was applicable up to December 31,
2020, and the same was extended up to March
31, 2021.

However, in the 84th meeting under the DPCO,
2013, on March 10, 2021, the NPPA authority
deliberated upon the matter in detail and
considered the aspect of availability of Hepa-
rin Injection 1000IU/ ml
Injection 5000IU/ ml, a scheduled formula-

and Heparin

tion, especially during the pandemic situation
of COVID-19 and opined that any situation of
non-availability due to increase in the price of
APIs needs to be seen from a public interest
perspective.

During the meeting, based on the report of the
API Monitoring Committee highlighting the
constant price increase of APIs and gauging

the drug requirement in the market, NPPA has

decided to further extend the ceiling price of
Heparin Injection 50001U/ml and 1000 IU/ml
should be further extended up to September
2021, or until further order, whichever is
earlier, in public interest.

The committee stated, “NPPA may continue
with the increased ceiling price for Heparin
Injection 1000IU/ml and 50001U/ml, to
ensure continuous availability of this essential
drug. The ceiling price of Heparin may be
reviewed after the COVID-19 situation
becomes normal or earlier as deemed fit.”
Besides this, the authority has also directed
that the provisions of para 13(2) of DPCO 2013
would not be applicable on the revised ceiling
price of Heparin 1000IU/ml Injection and
Heparin 50001U/ml Injection up to September
30, 2021, or until further order, whichever is
earlier.

The meeting took place under the Chairman-
ship of Chairman, NPPA and attended by key
members of NPPA along with Dr Vinod Kotwal,
Member Secretary, NPPA, A K Saha, Adviser

(Cost), O/o Chief Adviser (Cost), Department

[ W PHAMA RISE

APRIL 2021

M Pharma Rise

v Pharma Company.



M1

PHAMA RISE
APRIL 2021

of Expenditure, A Srija, Economic Advisor,
Department of Economic Affairs and Dr V G
Somani, DCG(I), CDSCO, Ministry of Health &
Family Welfare.

Dr Ketan R Patel, Chairman and MD, Troikaa
Pharmaceuticals said, “Due to continuous
demand of Heparin Injection for use in
COVID- 19 patients having serious infection,
the prices of the API continue to be high. In
view of this, the decision of the government of
India is appreciable and in line with the

prevailing market situation.”
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Bill seeking to endow national i
mportance tag to six pharma
institutes tabled in Lok Sabha

The National Institute of
Pharmaceutical Education and
Research (Amendment) Bill, 2021
makes provisions to grant the
Status of national importance to six
institutes based in Ahmedabad,
Guwahati, Hajipur, Hyderabad,
Kolkata and Raebareli.

DV Sadananda Gowda, Union Chemicals and
Fertilisers Minister introduced a bill in Lok Sabha
that seeks to provide the national importance tag
to six pharma education and research institutes
in the country.

The National Institute of Pharmaceutical Educa-
tion and Research (Amendment) Bill, 2021
makes provisions to grant the status of national
importance to six institutes based in Ahmedabad,
Guwahati, Hajipur, Hyderabad, Kolkata and
Raebareli.

The National Institute of Pharmaceutical Educa-
tion and Research Act, 1998 (13 of 1998) was
enacted to declare the National Institute of
Pharmaceutical Education and Research at
Mohali, Punjab to be an institute of national
importance and to provide for its incorporation

and matters connected therewith.

The Act was subsequently amended in 2007 to
empower the central government to establish
similar institutes in different parts of the country.
Thereafter, six new institutes in Ahmedabad,
Hyderabad, Kolkata and
Raebareli were established during 2007-08.

“A need is felt to bring clarity that the six

Guwahati, Hajipur,

institutes so established, as well as any other
similar institute to be established under the said
Act, shall be institutes of national importance,”
the statement of objects and reasons regarding
the bill said.

In order to coordinate the activities of all such
institutes, to ensure coordinated development of
pharma education and research and mainte-
nance of standards, etc., there is a need to estab-
lish a central body, to be called the Council, it
noted.

Also, there is a need to rationalise the Board of
Governors of each such institute and to widen the
scope and number of courses run by such
institutes, it said.

Also, there is a need to rationalise the Board of
Governors of each such institute and to widen the
scope and number of courses run by such

institutes, it said.
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CRISPR-based cancer therapies
likely to be a disruptive technology
in healthcare: GlobalData

Three leading companies racing to bring CRISPR therapies to the clinic
are CRISPR Therapeutics, Intellia Therapeutics and Editas Medicine

Clustered regularly interspaced short palin-
dromic repeat (CRISPR) therapies are one of
the most potentially powerful and transforma-
tive technologies in human history, according
to GlobalData. Expected to be able to prolong
the life of cancer patients by decades,
compared to the current performance of
blockbuster drugs that prolong life by a few
years at best, CRISPR-based therapies will
inevitably transform the lives of patients and
the shape of the industry if they are brought to
market.

Three leading companies are racing to bring
CRISPR therapies to the clinic, including
CRISPR Therapeutics, Intellia Therapeutics
and Editas Medicine.

Adam Pearson, Senior Oncology Analyst at
GlobalData, compares the three companies,
“CRISPR Therapeutics has the largest market
cap of the three, at $10.1 billion, with a clinical
development program that is more advanced
than those of Intellia and Editas. CRISPR

Therapeutics has already published promising

APRIL 2021

data on the use of CRISPR in -thalassemia and
sickle cell disease in the New England Journal
of Medicine. The company has also initiated
early-stage clinical trials for its immuno-oncol-
ogy program, which is based on the develop-
ment of allogeneic chimeric antigen receptor
T(CAR-T) cells targeting well-characterised
targets in haematological malignancies such as
CD19+ and B cell maturation agent. The devel-
opment of allogeneic CAR-T cells may circum-
vent issues with manufacturing and the costs
associated with autologous CAR-T cells, which
have

durable

already demonstrated impressive

responses in  patients  with
haematological malignancies.”

Intellia’s NTLA-2001 uses an in vivo approach
to tackle a rare hereditary disorder,
transthyretin amyloidosis, for which only
chronic treatment options are currently
available.

CRISPR

Therapeutics, Intellia is also considering sickle

Pearson comments, “Similar to

cell disease as a target indication, but the
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company is slightly behind CRISPR in terms of
clinical development, potentially indicating a
future second to market disadvantage.
“Intellia has established high-profile collabo-
rations with Regeneron and Novartis, which
will boost its ability to navigate a successful
route to market and provide the company with
necessary infrastructure and experience in
drug development and commercialisation.”
Editas Medicine has the smallest market cap of
the three companies working in this area, and
currently only has a single agent in clinical
development: EDIT-101.

Pearson adds, “Unlike the other companies,
Editas is focusing on ocular diseases, specifi-
cally Leber Congenital Amaurosis, indicating
the potential to monopolise this space.”

Each company has overlapping and distinct
target indications, and all three are targeting
haematological disorders and developing an
immuno-oncology program, either in the

clinical or pre-clinical stages.

Pearson concludes, “This suggests potential
future competition, but also indicates that
each company has room to carve out and
monopolise distinct markets. CRISPR Thera-
peutics has a head start in terms of its clinical
development and raising capital, and
represents a safer choice for investors as a
result. However, each of these companies
produce little to no current revenue, and
current expectations are contingent on favour-
able results from upcoming clinical trials,
which are still in the early stages of develop-
ment.

“Future challenges in this space include how to
develop a fair pricing strategy, the logistics of
offering broad access to the most needy popu-
lations in underserved markets (such as sickle
cell patients in Africa), and potential unfamil-
iar adverse events associated with this novel
modality of therapy. However, the potential
upside for patients and long-term investors is

huge.”
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Pycnogenol® for cognitive function
at every stage of life

Franziska Weichmann, Manager of Scientific Communications and
Product Development, HORPHAG informs that Pycnogenol®has shown
a broad spectrum of cognitive related benefits in all age groups and

the underlying mechanism of action is based on its ability to regulate
the endothelial function via adjusting nitric oxide (NO) production

~

D )
IMPROVEMENT OF SPECIFIC COGNITIVE
TEST RESULTS IN STUDENTS
 — B oS s
i: Hyperactivity & Picre recall +36%
w— IMPHOVEMENT OF
H i COGNITIVE FUNCTIONS N BABY BOOMERS
dah
Q Mental Flexibilty 3 Decsson making + 7%
% Planning "“"‘g"ﬁd'w *52%

A normal cognitive function is a prerequisite
for a healthy life. The brain function may be
altered in case of either hyperactivity or
hypo-activity of the brain. Hyperactivity is
frequently observed in children, commonly
referred to as Attention Deficit Hyperactivity
Disorder (ADHD), whereas the decline of brain

activity is related to the aging process.

Remarkably, Pycnogenol French maritime pine
bark extract has shown a broad spectrum of
cognitive related benefits in all age groups.
These benefits range from reducing
hyperactivity in children (1-3) to improving
cognitive function in students, healthy adults

and elderly people (4-9).
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Pycnogenol regulates cellular NO concentration,

which affects brain function

The underlying mechanism of action of Pycnog-
enol® is based on its ability to regulate endothe-
lial function via adjusting nitric oxide (NO)
production (10, 11). It has been shown that NO
has beneficial effects on brain function (12). NO
is capable of relaxing constricted blood vessels,
normalising blood pressure and helping to
protect tissues from damage, caused by low
blood supply (13). By regulating vascular smooth
muscle relaxation, NO leads to increased blood
flow, which ensures sufficient supply of oxygen to
neuronal cells (14). In addition, NO has been
found to regulate neuronal functions and helps to
modulate key neurotransmitters, thus contribut-

ing to processing

signals in the brain (15, 16). Interestingly, the
active metabolites of Pycnogenol® build up
inside the endothelial blood cells and have been
proven to pass the blood-brain barrier (11).

Pycnogenol® regulates the NO production in two
ways. The endothelial NO synthase (eNOS),
generating normal concentrations of NO from
L-arginine in the cell, is stimulated by Pycnog-
enol®. At the same time, Pycnogenol® prevents
a toxic overproduction of NO by downregulating
the inducible NO synthase (iNOS) - a well-estab-
lished source of nitric oxide (NO*) during inflam-
mation (11, 17). In this way, Pycnogenol®
naturally modulates the multiple effects of NO in

the brain.

Improvement of ADHD symptoms in children

r

Child inattention / hyperactivity raled by teachers
Child attention protlem rating scale (CAP test)
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ADHD (attention deficit hyperactivity disorder)
is a frequent brain hyperactivity disorder, mainly
affecting children. A common medication for this
condition is Methylphenidate (Ritalin), but it is
associated with various adverse effects (18). A
double-blind, randomized, placebo-controlled
clinical study could show that intake of ~Pycnog-
enol® (1 mg per kg and day) for four weeks
relieved hyperactivity and improved attention of
children with ADHD by 29 per cent respectively,
as rated by teachers and parents (1). No side
effects were reported. Another study investigat-

ed the levels of stress hormones

(catecholamines) after Pycnogenol®

mentation in ADHD affected children (2). The

supple-

concentrations of this group of hormones

(including adrenaline, noradrenaline, and
dopamine) were normalised in ADHD patients
with Pycnogenol® supplementation, which
consequently leads to less hyperactivity. Oxida-
tive stress (measured conversely as plasma total
antioxidant status) and DNA damage incidents
(as measured by the levels of 8-0xoG as represen-
tative of oxidatively damaged purines) were
significantly reduced by 6.3 per centand 35.4 per

cent respectively.

Enhanced mental performance in students

In an observational study, 53 healthy students,
aged 18 to 27 years were supplemented with 100
mg Pycnogenol® a day for 8 weeks; another
group of 55 students was used as control subjects
(4). The effects of Pycnogenol® on cognitive
function and mental performance were investi-
gated, using different tests. For example, the
paced auditory serial addition task (PASAT) was
used for assessing sustained attention. For evalu-
ating spatial

recognition and working memory abilities,
CANTAB (Cambridge neuropsychological test
automated battery) was applied. The students
showed significantly improved attention
(+52.9% vs +4.7% in the control group) and

increased memory skills (+35.8% vs +11.6%

for picture recall, +6.7% vs. 2.6% for spatial
recognition memory and +4.4% vs +3.5% for
pattern recognition memory). Consequently, the
test results of the supplemented students were
better by 7.6% compared to the ones from the
control group. Pycnogenol® was shown to have
beneficial effects on the mental performance of

healthy students.

TP A RIS A PR iS55 IR BEEENY IaBirR

1 e

g

__JW) PHAMARSE |

APRIL 2021

\\\1},,,Pharma Rise

The Essential Resource for Pharma Company.



e

Advanced cognitive function in healthy professionals

Another study, including 60 subjects between 35
and 55 years evaluated the effects of Pycnog-
enol® 150 mg a day on cognitive function,
attention and mental performance in healthy
professionals (5). For this, cognitive battery tests,
similar to those of the previous study with
students were used, determining, among other
things, improvements in spatial working memory
(+13.5%), planning (+16%), mental flexibility
(ID/ED) (+9.8%) and general cognitive function
(10%). No significant changes were found in the
control group.

Additionally, the plasma oxidative stress levels

were measured (as plasma free radicals in

Carr units) and showed to be elevated at the
beginning of the study, probably due to negative
daily stress. After 12 weeks of supplementation
with Pycnogenol®, a significant decrease of
30.4% to normal levels compared to a slight
increase in the control group of 0.8% was
measured.for picture recall, +6.7% vs. 2.6% for
spatial recognition memory and +4.4% vs +3.5%
for pattern recognition memory). Consequently,
the test results of the supplemented students
were better by 7.6% compared to the ones from
the control group. Pycnogenol® was shown to
have beneficial effects on the mental perfor-

mance of healthy students.
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Improvement of cognitive function in the aging baby boomer generation

Neurological hypoactivity - the decline of brain
activity - usually mainly affects aged or elderly
people. This can result in senility, dementia or in
diseases like Alzheimer’s or Parkinson’s disease.
Here, the abilities to remember, recall, combine
and orientate are deteriorating. A few studies
have shown that Pycnogenol® can help to keep a
good mental performance and to manage mild
cognitive impairment (6-9). A study with 150
healthy subjects from 55 to 70 years, who were
supplemented with 100 mg Pycnogenol® per
day for 12 months confirms the beneficial effects
of Pycnogenol® on healthy aging and the mainte-
nance of good cognitive function (6). The tested
parameters included cognitive impairment,
attention, mental performance, memory, and
daily tasks (like making decisions or coping with
problems), all of which improved significantly in
the supplementation group, in contrast to the
control group. Another similar study with 87
subjects (55 to 75 years) with mild cognitive
impairment showed several positive effects of
Pycnogenol® supplementation (150 mg per day)
for two months (7). The improvements were
assessed using cognitive tests, as described
before (regarding memory, attention, and daily
tasks), as well as the MMSE (mini-mental state

examination), which helps to evaluate borderline

cognitive impairments for apparently unaffected

individuals. The MMSE score increased signifi-
cantly by 18.5% for the Pycnogenol® supple-
mented subjects, in contrast to an increase of
2.5% in the control group, bringing the MMSE
score back to a normal level in the Pycnogenol®
group. In a recent study on the effect of Pycnog-
enol® (150 mg per day) in patients with Parkin-
son’s Disease, in addition to the standard medica-
tion with carbidopa/levodopa, beneficial effects
could be observed in the supplement group after
four weeks (8). The subjects, between 60 and 67
years old, described mild to moderate symptoms,
including tremor, bradykinesia, alterations in
cognitive function, rigidity, and speech changes.
Using a scoring system, it was found that the
cognitive function in these patients, supplement-
ed with Pycnogenol® improved by 18.8%
compared to inclusion. A double-blind, place-
bo-controlled trial with 101 subjects, between 60
and 85 with moderate decline of their cognitive
function investigated the effects of 150 mg
Pycnogenol® per day for three months on
mental performance (9). The Australian study
not only followed the cognitive abilities of the
subjects but also the blood profiles, including the
serum lipid profile and growth hormones.
Statistically  significant improvements, as
compared to the placebo group could be found
for memory-based cognitive functions, more

precisely the
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spatial and numeric working memory, and lipid
peroxidation products, confirming Pycnogenol’s
role as a potent antioxidant. As impairment of the
memory skills was connected to increased age
and oxidative stress (19). These findings further
support the beneficial effect of Pycnogenol® on
cognitive functions in elderly people.

Population ageing generates a number of health
concerns and maintaining a healthy cognitive
function is of the utmost importance. Research
shows Pycnogenol® and its unique properties
can help improve cognitive health at all ages.
Pycnogenol French maritime pine bark extract is

a safe, natural, and evidence-based solution to

[ PAI] pHAMA RISE

support a healthy cognitive function at any age.
For a complete list of scientific research and for
further information, please visit

www.pycnogenol.com.
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Our vision is to make pharma
marketing effective and efficient

Doceree, a physician-only platform for programmatic marketing, is
working towards building more effective ways for pharma brands to
keep the doctors’ community engaged. Dr Harshit Jain, Founder
and CEO, Doceree outlines why it is important for pharma brands to
redraw their doctor engagement strategies with the help of digital

tools to reduce marketing costs, improve outcomes and ensure

regulatory compliance, in an interview with Usha Sharma

Give us a brief understanding of Doceree? What is its USP?

Doceree is the global physician-only platforms
for programmatic marketing. Our platform is
disrupting the physician marketing landscape
much in the same way digital ad networks
transformed the consumer marketing space.
Doceree’s integrated and collaborative ecosys-
tem enables pharmaceutical brands and digital
platforms to mutually benefit from the untapped
opportunities present in physician marketing in
the most ‘regulatory compliant and transparent
manner’. Doceree is enabling Rx drug marketers
to promote their brands in the digital domain to
physicians in a regulated manner. At the same
time, Doceree provides an opportunity for digital
platforms to make more revenue. With our
platform, they can now focus on their core

business and the problems they are solving in

healthcare than swaying their attention to
making more monies. Effectiveness and efficien-
cy are our prime differentiators that come from
our razor-sharp focus on doctor-only platforms.
Unlike other companies in the US where we have
competition in programmatic physician market-
ing space, Doceree is focussing on doctor-only
platforms for pharma brands to market
themselves. Besides this, we are the only compa-
ny in the category that has a global footprint with
offices in the US and India. In India, we are the
only programmatic platform in Physician
marketing. The underlying thought is to ensure
effectiveness. Our proprietary  identity-resolu-
tion tool - Espyian - helps precision target
physicians, bringing in efficiency to physician

marketing.
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In March 2020, the company raised funds of one million dollars?

Tell us about the company’s investment and future plans?

We raised $1 million in seed funding from a
group of angel investors from India and the US
in May 2020. As a business, our focus is on new
market expansion and potential acquisition to
realise our short term and long-term goals. In
the short term, we want to become an ideal

source of revenue generation for doctor-only

digital platforms. In the long term, our goal is
to reduce the cost of healthcare. We believe by
introducing effectiveness and efficiency in
pharma marketing, Doceree can reduce costs
by about 10 per cent, which would eventually

reflect upon the pricing of drugs.

How does your platform help pharma companies to reduce the cost
of marketing activities without compromising the efficiency and
effectiveness for physicians related to engagement activities?

Over the last decade, innovative digital
business models emerged in a lot of sectors
and helped companies reduce marketing costs
significantly. However, pharma, by and large,
remained an exception in opening up to digital
mediums. The marketing approaches are still
confined to traditional ways of doing business
and physician marketing is nowhere close to
consumer marketing that grew leaps and
bounds after companies in the space switched
to digital methods and made them an essential
tool to reach out to their target audiences. This
is where Doceree is making all the difference.
It is enabling pharma brands to use digital
technologies by addressing issues that have
been acting as a roadblock in digital adoption

among Rx drug brands.

APRIL 2021

Doceree is integrating doctor-only digital
platforms not just in India but across the globe
to create a unified and cohesive digital
ecosystem. It is enabling pharma brands to
target doctors at the right moment with the
right message to be able to drive behaviour
change and achieve desired business
outcomes. It is also bringing transparency in
‘doctor reach and results’ through Al-enabled
dashboard.

By being regulatory-compliant, our platform
has reduced a lot of hassles related to
regulations that pharma brands faced while

partnering with individual digital platforms.
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Although the government has not made UCPMP mandatory,
there is a strong appeal for its implementation. What is your

opinion on the same?

We raised $1 million in seed funding from a
group of angel investors from India and the US in
May 2020. As a business, our focus is on new
market expansion and potential acquisition to
realise our short term and long-term goals. In the
short term, we want to become an ideal

source of revenue generation for doctor-only

digital platforms. In the long term, our goal is to
reduce the cost of healthcare. We believe by
introducing effectiveness and efficiency in
pharma marketing, Doceree can reduce costs by
about 10 per cent, which would eventually reflect

upon the pricing of drugs.

How does your platform help pharma companies to reduce the cost

of marketing activities without compromising the efficiency and

effectiveness for physicians related to engagement activities?

In my capacity as a physician and a healthcare
marketer, my personal view is that UCPMP shall
be converted into law to bring more transparen-
cy and prevent any unethical promotion of
pharmaceutical drugs and services. In the
current form, it is not as effective as thought of.
The profession of medicine is a system of faith
and belief, and there must not be any means to
sway the doctors’ perceptions and lure them
towards prescribing certain medicines, drugs or
services. Pharma brands should reach out to

doctors, share information about the efficacy of

their products and leave it at that. Rather than

push marketing, it should be pull marketing. If a
doctor believes a drug to be efficient, he/she
would take a call about prescribing it. What is
important is that complete information should
reach doctors and that too consistently so that it
stays on top of their minds. Digital can be an
amazing source for pharma brands to keep the
doctors engaged, and there are digital platforms
that are regulatory-compliant like Doceree that
can help them achieve that objective. At this point
in time, proper implementation of UCPMP will
ensure everything remains in ethical ambit

around marketing by pharma brands.
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How will artificial intelligence and machine learning bring in a
transformation in the pharma industry?

If we talk about the current scenario of Al and
ML in Pharma, at best we can say that we're in
a very early stage of adopting these technolo-
gies and how we're able to set our foundations
will define the future for us. We are swimming
in an ocean of data, or a better way to put it
would be that we’re drowning in it. Organisa-
tions and institutions are generating

terabytes of data per day. Al and ML will help

move from this data to critical information and
insights. Even today, machines have replaced
humans in healthcare and pharma sector, be it
recognition of cancer cells using MRI/CT scan
machines or regression models to predict
diabetes in patients, health tech is evolving day
by day and will continue to do so to stay one
step ahead of the limitations of current

systems being hit every day.

The new normal post-COVID-19 will see changes in pharma
marketing. How will your platform leverage the opportunity
and help the industry to strive for growth?

Our vision is to make pharma marketing
effective and efficient. To achieve our mission,
we are introducing new product features that
aim at providing Rx drug brands with the
control and the ability to optimise for better
efficiencies. Recently, we launched two
features:

(1) Integrated Programmatic Email Ad-serving
Solution for Physicians, a product that brings
in huge credibility in email marketing and
enhance the

promises to significantly

performance of email campaigns.

APRIL 2021

(2) An Al-enabled dashboard ensures our
clients - pharma brands and media agen-
cies - get reports and updates about their
campaigns in real-time. We are on the mission
to address the issues that mark the adoption of
digital by pharma brands globally and not just
in one or two markets and to achieve our goals,
we will keep evolving to serve advertisers and

publishers in the best possible manner.
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How will this change the landscape in pharma marketing, which is

continuously evolving?

outbreak has certainly given a fair taste to

The pandemic has accelerated adoption of
pharma brands about how important digital

digital among Rx drug brands. I see extensive

use of digital technologies going forward for tools are. Having gained from the experiences

marketing purposes as it is now an essential  from the current situation, pharma brands will

tool to reach out to the target audiences. The now be far more receptive to digital means.

Sanofi, Regeneron's Libtayo looks
for new cervical cancer use with
first-in-class survival win
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As a latecomer to the PD-1/L1 game, Sanofi
and Regeneron have been angling Libtayo
toward some niche indications where it can
grow freely, unhindered by competition. But
now, the pair has recorded a clinical win in
cervical cancer that megablockbuster early
entrants can't tout.

Libtayo monotherapy significantly reduced
the risk of death by 31% over chemotherapy in
recurrent or metastatic cervical cancer that
had progressed on platinum-based chemo,
Sanofi and Regeneron said Monday. The drug
helped patients live longer regardless of their
tumors’ PD-L1 biomarker status.

The two companies were quick to point out
that the phase 3 overall survival win marked
the first for an immuno-oncology agent in
cervical cancer. Regulatory filings are planned
for 2021 and exact results will be shared at a
medical meeting, they said.

The good news came early after an indepen-
dent data monitoring committee noted
positive survival outcomes at an interim analy-
sis. In the overall trial population, Libtayo
patients lived a median 12 months versus 8.5
months among chemotherapy patients.

On the other co-primary endpoint of the study;,
the PD-1 inhibitor slashed the risk of death by
27% in a subgroup of patients with squamous
cell carcinoma, as Libtayo patients lived a

median 11.1 months, compared with 8.8

months in the chemo group. The squamous
cell subtype constitutes 80% of all cervical
cancer cases.

Merck & Co.’s Keytruda was the first [-O med to
enter the cervical cancer field. Its conditional
nod, limited to previously treated patients
whose tumors express PD-L1, was based on
tumor shrinkage and duration of response
data.

Bristol Myers Squibb’s Opdivo, both by itself
and with CTLA4 inhibitor Yervoy, did show
promising results in the phase 1/2 Check-
Mate-358 trial with what the study lead inves-
tigator called “striking” overall survival curves
for the dual I-O regimen, according to results
unveiled at the ESMO 2019 meeting.

Sanofi and Regeneron may be the first to tout
an important life-extension benefit in
second-line cervical cancer, but it’s entering a
relatively small and dwindling market. In the
U.S,, 14,500 new patients are diagnosed with
cervical cancer each year, the pair pointed out.
As the CDC notes, the number of cases of cervi-
cal cancer has been decreasing significantly in
the past few decades, partly thanks to the
success of Merck’s HPV vaccine Gardasil 9 and
partly due to early screening efforts that can
catch precancer before it turns into cancer.
Almost all cervical cancer cases are caused by

HPV infection.
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If eventually approved, second-line cervical
cancer could be Libtayo’s fourth U.S. indica-
tion. Last month, the drug added newly
diagnosed PD-L1-high non-small cell lung
cancer to its label, jostling for a place in a
lucrative market where Merck’s Keytruda-che-
mo combo has established as the standard of
care. Before that, Libtayo’s green-lighted in

two skin cancers, basal cell carcinoma and

cutaneous squamous cell carcinoma.
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Telangana government
collaborates with Cytiva to
establish new lab for biopharma

A Fast Trak lab will be established in the Genome Valley for Biopharma

scale up, professional training, technology evaluation, consultancy

services and infrastructure support for process development

Cytiva, a life science company, and the State of
Telangana in India will work together to open
anew Fast Trak lab in Hyderabad.

“The 10,000 sq ft lab, to be located in the
Genome Valley, will accelerate and advance the
local biopharma scale up needs. With over 800
life sciences companies nearby, the new
facility will help the area’s biotechnology hub
increase production efficiency, reduce cost and
speed to market,” informed a statement from
the company.

The State of Telangana has a rich mix of global
pharma companies, Indian local biopharma
giants, and biotech startups. Combined, they
contribute about 35 per cent of India’s pharma
production. Cytiva’'s Fast Trak lab is expected
to meet the area’s fast-growing demand.
Vaggu Raghavendra Goud, General Manager of
Cytiva South Asia, said, “Cytiva has been grow-
ing alongside the Indian biotechnology indus-

try for more than 30 years. A Fast Trak

lab brings us closer to our customers in one of
This

partnership enables us to share our global

the world’s key biotechnology hubs.

knowledge and expertise at a regional level. It
is a new milestone in our continued invest-
ment in the India market and another way we
fully support the growth of the industry here.”
Shakti Nagappan, Director of Life Sciences and
Pharma, the State Government of Telangana,
said, “The government of Telangana has
conceptualized Biopharma-Hub (B-Hub) as a
Growth Phase Park to provide necessary
support to young companies graduating from
incubation stage along with this biopharma
scale-up manufacturing facility of about 200L
to help companies produce clinical material
(phase 1 & 2). The scale-up facility will also
provide training, which is a key requirement to
facilitate the growth of biosimilars in the life
sciences industry. We are happy to partner

with Cytiva for this.”
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24 new drugs developed with
researches at CCRAS: Minister

ICAR-DMAPR is also focusing on researches and plant genetic
resources/ quality planting material

Researches undertaken at the Central Council
for Research in Ayurvedic Sciences (CCRAS)
have helped in developing 24 new drugs, the
government told the Rajya Sabha on Tuesday.

In a written reply, the Union Minister Kiren
Rijiju said that the Ministry of AYUSH under its

central sector scheme for promotion of Inter-

national Cooperation (IC) undertakes various

AYUSH
measures to promote and propagate AYUS Research (CSIR) has developed herbal  for-
systems of medicine, including ayurveda, mulations by their supported researches at

across the globe. CSIR-CIMAP, CSIR-NBRI and CSIR-CDRI and

“... researches undertaken at Central Council :
technology has been transferred to industry
for Research in Ayurvedic Sciences under

Ministry of AYUSH has developed 24 new

for its commercialisation,” the minister said.
He was responding to a query by Rajya Sabha

drugs. In addition, Council of Scientific & member M V Shreyams Kumar on whether the

LChElipe] researches have helped in developing new
medicines in Ayurveda.

Rijiju, who is holding the additional charge of
the Ministry of Ayurveda, Yoga and Natu-
ropathy, Unani, Siddha and Homeopathy —
said that ICAR-DMAPR is also focusing on
researches and plant genetic resources/ quali-

ty planting material.
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LupinLife launches Ayurvedic
energy supplement, Be One

It is a natural, non-addictive and steroid-free daily health

supplement for men

LupinLife, consumer healthcare business of
Lupin, announced the launch of a new
ayurvedic energy supplement for men, Be One.
“Be One is a 100% Ayurvedic health and
wellness supplement specially developed for
men to help them stay energised and healthy.
It is scientifically tested and contains 100%
ayurvedic natural ingredients including
ashwagandha, shatavari and shilajit that boost
energy levels and improve immunity. Ministry
of Ayush has recognised ashwagandha and
pippali for their immunomodulatory proper-
ties. Additionally, both are also recognised as
ingredients for building immunity by National
Clinical Management Protocol for COVID-19,

informed a company release.

Commenting on the launch, Rajeev Sibal,
President, India Region Formulations, Lupin
said, “We are delighted to launch Be One, an
ayurvedic energy and immunity supplement,
specially developed for men to take care of
their daily energy and immunity needs. The
supplement contains natural ingredients and
powerful adaptogens to boost energy levels
and restore vitality.”

“We believe good health is the foundation for
happiness and therefore, we are excited to
launch Be One for men as a health and
wellness enabler;” said Anil V Kaushal, Head of

LupinLife Consumer Healthcare.
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Don't fret, AstraZeneca investors.
The company is much more than
a COVID vaccine producer,

analysts say

AstraZeneca may be suffering a whirlwind of negative COVID-19 vaccine

headlines now, but better days are ahead, thanks in part to a “prolific

pipeline'’ and a strong oncology franchise.

That's the word from Jefferies analyts, who
totted up reasons for their fair-weather
forecast in a Tuesday investor note. Astra
Zeneca is on an “impressive revenue and profit
trajectory” that’s “compelling” compared with
other large European pharma companies, the
analysts wrote.

While AstraZeneca is just setting out with its
COVID-19 vaccine rollout—and obviously
suffering the growing pains of a newcomer to
the vaccine field—the company has spent
years developing its oncology franchise. Those
meds are set to deliver megabillions to AZ's
top line, the analysts predict. Tagrisso alone is
expected to peak at more than $10 billion in
EGFR-positive lung cancer, including a poten-
tial $3 billion to $4 billion in adjuvant
non-small cell lung cancer. The analysts see
another $5.5 billion for PARP inhibitor

Lynparza on the heels of a recent trial win in a
subset of breast cancer patients. Inmuno-on-
cology agent Imfinzi, for its part, is “likely
entrenched” in stage III lung cancer, the
analysts say, with applications in other tumors.
Meanwhile, AstraZeneca in December agreed
to buy rare disease drugmaker Alexion for $39
billion. The deal is expected to close in the
third quarter, and around that time, the
analysts predict the market better appreciate
the deal's "strategic merit." The purchase will
give AstraZeneca an entrée into rare diseases,
plus chances to grow sales in different coun-
tries and to fund more R&D programs, they
wrote.

Aside from marketed meds and the Alexion
buy, a “multitude of pipeline catalysts” could
boost AZ in the years to come, Jefferies
analysts wrote. Those include other oncology

candidates,
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‘ / = . plus roxadustat in anemia from chronic kidney disease,
-} . " . anifrolumab in lupus and tezepelumab in asthma.
4 Plus, the company is the “best positioned” among
— European pharma companies to benefit from China’s
I 3 ! healthcare reforms, the analysts figure. AZ already has 15
- \ 2 0 medicines on the country’s essential drugs list.
po s u On the COVID-19 vaccine front, AstraZeneca’s rollout has
' g run into numerous problems, including supply shortfalls
‘ and regulators halting vaccinations over blood-clotting
concerns. While those issues are commanding headlines,
the analysts don’t see COVID-19 vaccine revenues as a
long-term fixture for the company:.
‘ They project $1 billion in COVID-19 vaccine sales this

year, falling to a “negligible contribution” in 2024 and

I beyond.
\_ e Plus, in a bad-news-can-be-good-news assessment, the
= _='. - analysts figure investors may soon have a buying oppor-
’ ’ tunity when forthcoming COVID-19 vaccine data are

/ - . released.
‘ _ b’ Because of the company’s phase 3 trial protocol in the

a
- . /' _ U.S., weak data could force the stock lower, giving inves-
4 tors a chance to pick up AZ shares on the cheap, the

— analysts wrote. The U.S. study is using a “sub-optimal”

4-week dosing schedule, while "it has already been

shown that the vaccine works better with a longer dosing

interval," the Jefferies analysts wrote.
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Challenging AbbVie and Lilly in
psoriatic arthritis, J&J touts 2-year

data for Tremfya

When Johnson & Johnson scored approval for Tremfya in psoriatic

arthritis last year, the company set out in crowded field with entrenched

competition. But now the drugmaker has new long-term data to bolster

its drug’s case.

In data from an extended phase 3 trial, more
than half of adults on Tremfya achieved
complete skin clearance at two years, J&] said.
More than 70% of patients achieved 20%
improvement or better in joint symptoms.
Previously, the drug showed benefits through
24 weeks—Ileading to an FDA approval last
year—and through 52 weeks.

Specifically, among patients who had expe-
rienced clinically meaningful skin involve-
ment at baseline, 59% of patients who
received Tremfya every four weeks-and 53%
of those who received the drug every eight
weeks—experienced complete skin clearance,
J&] said. About 90% of patients randomized to
receive Tremfya in the study continued their
treatment through 100 weeks, J&] said. Aside
from the skin clearance and joint symptom

effects, the two-year data confirmed earlier

findings

demonstrating the med’s benefits to physical
function and other quality-of-life factors, J&]
said.

The results “further bolster our confidence in
the ability of Tremfya to significantly improve
the diverse manifestations of PsA over time,”
Janssen R&D rheumatology disease area
leader Alyssa Johnson said in a statement.In-
vestigators are presenting the data at the
Innovations in Dermatology virtual spring
meeting.

The results give J&] a stepped-up talking point
in a competitive field. When Tremfya won its
FDA approval in psoriatic arthritis last year,
the company set out to launch its drug against
meds from AbbVie, Novartis and Eli Lilly. Plus,
Lilly’s Taltz boasts head-to-head data over the
J&]J drug. ]J&]J’s Tremfya, first approved in late
2017 to treat plaque psoriasis, generated

$1.35 billion last year.
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BANGALORE ANTIBIOTICS
AND BIOLOGICALS PVT LTD.,

A pharmaceutical contract manufacturing
destination with global standard, aims to
focus constantly on providing
High Quality Pharmaceuticals Products.

Known for its customer centric approach, BABL
is anchored by a strong and sustainable management
that completely understands the value of partnering
with customers and serves beyond their expectations.

BABL, which has earned reputation for its
quality products, commitment and on time delivery;
constantly looks for creative and mutually beneficial
pharmaceutical collaboration that provides the best
and needed medicines for the human society.

BABL, a pharmaceutical unit for contract
manufacturing of oral solid dosage formulations for
Tablets and Capsules of general non B-Lactum,
B-Lactum and food supplements.

Supported by a range of innovative
formulations and state of art technologies, and with
highly knowledgeable R&D and technical team,
quality products are manufactured under hygienic
environmental conditions with GMP standards.

BABL, with its highly talented technical
expertise, culture of innovation and unique ability to
identify market opportunities has resulted in a robust
range of products to meet the growing requirements
of Pharma industry. This helped us in achieving
exiensive product porifolio for more than 500
products in therapeutics and food supplements.




Pharmaceutical/Products

Multi - vitamin

Minerals & Antioxidants
Neuropathy Management
Ortho & Antiarthritis

NSAIDs & Pain Management
Other Segments

@ Antibiotics @ Antifungals

@ Anticold preparations @ Antihistamine
@ Antiepileptic & Anticonvulsants @ Antipsychotics
@ Antidepressants @ Cardiovascular
¢ Antidiabetic @ Dyslipidemia
@ Antiemetic's & Antiulcerants

® &0 06 0 O

J

Supplement

® Anti ageing
® Anticancer & Antioxidants (Herbal Anticancer) ® Kidney care
® Brain enhancing supplements ® Male fertility
(Memory booster, Natural sleep supporters / Inducer) ® Multivitamins & Minerals
@ Cardio - Diabetic (Vit & Antioxidant / Spirullina)
® Digestive supplements ® Muscle pain management
® Eye care @ Neurology (Diabetic neuropathy)
® Bone & Joint care Skin Care (Hair growth stimulant &
® Gynecology (Anti Anemic, Female Infertility, Growth supplement)
\ Weight Loss / Infertility supplement) ® Other Segments

a0 )
"Maintaining strict quality assurance throu h:u’r the manufacfurin pll'ocess”
BANGALORE ANTIBIOTICS AND BIOLOGICALS PVT LTD.,

Head Office : 5/235,B, 1st Floor, Thistle House, PHED Road, Eranhipalam,
Civil Station PO, Calicut - 673 020, Kerala, India.
Tel : + 91 94471 70894, +91 99470 37400 | Email : bablclt1@gmail.com
Factory : 78/2, 78/3, Peramanur East Street, Mayor Nagar, Salem - 636 007 Tamil Nadu
Tel : 0427 2419 995, 2412416 | Email : babl_salem@yahoo.co.in




Professional

Services for all kind of Business Uk Ouate Do Colebrate”

We would love to

hear from you about
your project & point

you in the right direction
so you can achieve
your goals faster...

Business Card | Brochure | Poster | Menu Card
Banners | Company Profile | Facebook Post | Email Flyers
Branding | Package | Product Package | Website
Envelope | Panaflex |Label | Signage | Logo

2/63, Sivayanagar, 11th cross, Alagapuram, Salem-04
galaeventsteam@gmail.com | www.galaevent.co.in

+91 97888 78044
+91 93840 44167 | +91 98431 74587



