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news/information provided herein.”
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GLOBAL NEWS
1. WHO: COVID-19 official name of novel corona virus
World Health Organization has released a statement on novel coronavirus as official name COVID-19, the name was selected based
on letters from the words.



CO-COrona



VI-VIrus




D-Disease
19-Outbreak began in 2019

Under the guideline, the World Organization for Animal Health and the Food and Agriculture Organization has said that
the name didn’t refer the geographical location, an animal, and an individual or group of people, the name matters to
prevent the use of other names that can be inaccurate or stigmatizing.
According the WHO, there are 42,708 infected cases are reported in China and 1,017 confirmed deaths in the country.
WHO is hosting a two-day conference for scientists around the world regarding coronavirus, called Global research and
innovation forum.
Source: economictimes.indiatimes.com
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2. Researchers have developed new technique to decode cancer cells
The researchers have developed a new technique to decode how individual cells are communicating with each other in
tumors grown in the lab. First time the researchers are able to analyze many different signaling molecules at once in
individual cells within the replicas of patient’s tumors. The study is published in the “Nature Methods”.
This new technique could more effective in new drug development by disclose why tumor responds. It could help
doctors to select best course of treatment for individual patients using bespoke replica of a patient’s tumor.
The researchers have developed organoids in the laboratory that copied the behavior of cancer in the human body in an
accurate way, they have modified a “complex” technique mass cytometry to detect and analyze protein molecules then
the organoids were broken up into individual cells, and antibodies bind with heavy metal atoms were added. They
nebulized the cells and to convert into a fine mist and heavy meal atoms, so that a magnetic field could be used to
separate out the different signaling molecules.
Source: pharmatimes.com
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3. New technology with therapeutics used in targeted cancer therapies
A team of researchers from the Helmholtz-Zentrum Dresden-Rossendorf (HZDR) and FU
Berlin have created targeted, modifiable nanoparticles with antibody fragments that is
used to deliver drugs and target the epidermal growth factor receptor (EGFR) on cancer
cells. This new technology with therapeutics could be used in targeted cancer therapies.
The researchers had used polyglycerol nanoparticles and then modified in to a cancer-targeting function and attached
an antibody fragment to the dendritic polyglycerol carrier molecule for EGFR expression on the surface of tumors. The
researchers were able to show that nanoparticles interact with the cancer cells via receptors.
In control tests these nanoparticles had been modified with an unspecific antibody and potentially some nanoparticles
were accumulated at the tumor cells.
Source: europeanpharmaceuticalreview.com

3

Volume 2 / February 2020

GLOBAL NEWS
4. Scientists discovered new AI for antibiotic-resistant bacteria
A team of scientists has discovered a potential new antibiotic compound using a machine-learning algorithm. The
computer model used to pick up potential antibiotics that kill bacteria using different mechanisms and also screen more
than hundred million chemical molecules in a short space of time.
The researchers has also confirmed that they identified several other potential antibiotic candidates, which they plan to
test further to be used to design new drugs.
Currently, the patients facing antibiotic resistance crisis because of increasing number of pathogens becoming resistant
to existing antibiotics.
Source: pharmatimes.com
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PHARMA INDIA
1. CDSCO released notice regarding RC and import license
The Central Drugs Standard Control Organization (CDSCO) has released a notice for
submission and processing application for registration certificate (RC) and license import
with new drug application under the New Drugs and Clinical Trials Rules, 2019. The notice
was released on 26th February 2020.
As per the requirement of Rule 24 (A) and 24 of Drugs and Cosmetics (D&C) Acts, 1945 drugs
are required to be registered with CDSCO and import of drug to be regulated under chapter
III of the D&C Act, 1940 and part IV of the D&C Rules, 1945.
Under the New Drugs and Clinical Trial Rules 2019, the new drug permission is required before RC and import license.
The simplification of this approval process by maintaining quality, standard as well as concession.
Source: pharmabiz.com
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PHARMA INDIA
2. Big opportunity for foreign manufacturers in Indian market
The Indian government has encouraged foreign investment in manufacturing in India for foreign markets. Foreign
manufactures have great and big opportunity in the Indian analytical instrumentation market.
Currently, the government allows only distributor models, branch offices, joint ventures and pure owned subsidiaries.
The Indian companies taxation has been also reduced in 2019 and become minimize tax with goods and services tax
(GST) since 2017.
In India IAIA represents the analytical instruments. IAIA consists of Indian manufacturers, the Indian distributors of
foreign manufacturers and wholly owned or joint venture subsidiaries of foreign manufacturers.
According to the different market surveys, the global market for life science and analytical instruments is increase
about 35 billion US$ in 2016 to 75 billion US$ in 2022. A proportionate growth in India would about 2.5 billion in 2022 a
fraction of global market.
Source: pharmabiz.com
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3. Researchers at CeNS has developed 'Breath RHgram'
The researchers at the Centre for Nano and Soft Matter Sciences (CeNS), Banglore have
developed a “Breath RHgram” (Ultrafast humidity sensor) for detecting various diseases
such as asthma, sleep apnea. The sensor effectively sense the breath pattern of an
individual and monitoring breath.
An autonomous institute of the Department of Science and Technology (DST), have manufactured an ultrafast humidity
sensor with response and around 10-20 milliseconds recovery time, it is pen-drive size device that can efficiently sense
the breath pattern. This device can used by open source software installed on mobile phone. The device also used to
measure humidity content, flow profile, hydration and the rate which is related to the body’s metabolism.
Source: pharmabiz.com
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PHARMA INDIA
4. USFDA and CDSCO signed MoUs for mental health and safe drugs
Central Drugs Standard Control Organization (CDSCO) and the US Food and Drug
Administration (US FDA) have signed memorandum of understanding (MoU) for mental
health and safe drugs.
The National Institute of Mental Health and Neuro Sciences (NIMHANS) have noted
that India has an opportunity to learn from the US for mental diseases and disorders.
The agreement on mental health open a new way in research and better clinical services and also explore Indian
traditional therapies or medicines for mental health issue. The MoU will also support in improving the impression of
Indian pharmaceutical industry and support in counterfeit medicines.
The Pharmaceuticals Export Promotion Council of India (Pharmexcil) has reported the US accounts for more than 30% of
total Indian pharma costs or US$ 5.82 billion worth of value in 2018-19.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. Pharmexcil invited UKMHRA to discuss on regulatory issues
The Pharmaceutical Export Promotion Councils of India (Pharmexcil) and Department of
Commerce have invited lead regulatory officials from United Kingdom Medicines
Healthcare (UKMHRA) to discuss on regulatory issues in Indian pharmaceutical exports.
The US and European markets are tough for Indian pharmaceutical because of totally
different sets of regulatory requirements. European and UK regulatory authority have
scheduled visit at Hyderabad to share knowledge to Indian pharmaceutical firms how to
succeed in European markets.
India has a great market in high quality generics and other pharmaceutical products, however, Indian markets are not
able to capture the European market scale due to different regulatory system adopted by European regulatory agencies.
Pharmexcil has also invited different global regulators from various countries to take part in the seminar and provide
opportunity for the Indian market to have networking with the International regulators.
Source: pharmabiz.com
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2. DOP and FICCI will organize conference at Gujarat
The Department of Pharmaceuticals in association (DOP) and the
Federation of Indian Chambers of Commerce and Industry (FICCI)
will organize a conference on India Pharma and Indian Medical
Devices 2020 at Gujarat from 5th-7th March 2020.
The objective of this conference is to encourage and forward
best technology solutions and manufacturing.
The conference offers great opportunity for industry and will increase overall growth and increase domestic production
in the pharma sector and global investment by connecting with stakeholders in pharmaceutical sector, central and state
governments, business leaders and executive from the industries, academics and experts from the world.
Source: expresspharma.in
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3. OIG tracked drugs through supply chain using DSCSA
The Department of Health and Human Services has released a report
that it could trace more than 80% of the drugs attempted through the
supply chain by drug tracing information that the Drug Supply Chain
Security Act (DSCSA).
There are 44 selected drugs to be tracked by DSCSA, Seven drugs could
not be traced because of tracing documents exchanged between the
wholesalers, distributors and manufacturer were missing.
DSCSA does not require any information, that FDA should not have access in case of a drug safety emergency, FDA and
other investigators would need to request additional documents, which could delay investigations and hamper FDA's
ability to identify sources of potentially harmful drugs.
Source: raps.org
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4. NESTcc released structure of data quality and research methods for RWE
The National Evaluation System for health Technology Coordinating Center (NESTcc) and
public-private partnership have released structure of data quality and research methods for
the use of real-world evidence (RWE) for better understanding of certain medical devices.
The structure is based on electronic health record (EHR) data in the clinical care setting,
while method applies the design, execution and evaluation of research studies based on
real-world data (RWD). The data quality structure serves as a guide for organizations that
collaborate with NESTCC and ensure the quality of their data of medical devices.
The 23-page draft describes principles that can guide health systems and other clinical organizations using RWD and
RWE. Additionally 38-page method discusses 12 key components of study protocol, consisting target population and
patient selection, study designs and monitoring plans. The structure has also developed template that focused on the
justification and clarification.
Source: raps.org
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. AstraZeneca signed agreement with RedHill Biopharma
AstraZeneca has signed agreement with RedHill
Biopharma for sub-license of Movantic (naloxegol).
Movantic is a mu-opioid receptor antagonist (PAMORA)
that holds USFDA approval for the treatment of opioidinduced constipation (OIC) in adult patients who have
suffering from chronic non-cancer pain.
According to the agreement, RedHill will make $52.5 million upfront payment to AstraZeneca upon closing. AstraZeneca
will also receive a non-contingent amount of $15 million in 2021.
The deal will close in the first quarter of this year, during the transition AstarZeneca will manufacture and supply the
drug to RedHill.
Source: pharmaceutical-technology.com
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2. Bicycle Therapeutics and Genentech has collaborated for immune-oncology
therapies
Bicycle Therapeutics has collaborated with Roche subsidiary Genentech for the
discovery, development and marketing of immune-oncology therapies.
Bicycle Therapeutics is a platform for rapid screening target for candidate.
Genentech has expertise in immune-oncology drug discovery, biology and its
development and commercialization.
Bicycle Therapeutics will specifically direct immune cell stimulators, additional the Bicycle is enabling to rapid
exploration of structure-activity relationship to optimize molecule and represent a novel therapeutic modality for
several type of tumor killing immune cells.
According to the agreement, Genentech will make a $30m upfront payment to Bicycle
Therapeutics that is eligible for up to $1.7bn in discovery, development, regulatory
and commercial.
Source: europeanpharmaceuticalreview.com
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3. Merck and AMCM collaboration for 3D printing for tablets
Merck and AMCM (sister company of EOS) will collaborate to improve the manufacturing
and formulation of tablet using three dimensional (3D) printing. Both the companies will
co-operate with each other in tablet production for clinical trial. Later the companies
plan to work for commercial market.
The production will be done using powder bed fusion methods, there where laser melts
and fuses powder together layer by layer. The 3D printing able to increase and decrease
size according to scale and avoid reformulation throughout entire development and
production process.
The technique is capable for flexible and sustainable local tablet production according to market requirements and it
became faster and cheaper.
The company’s objectives are to develop digital technology and will be available first for clinical trial and move to full
digital solution at commercial scale.
Source: europeanpharmaceuticalreview.com
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4. Eli Lilly acquire Dermira in $1.1 billion
Eli Lilly has acquired Dermira in $1.1 billion for
expand its Phase III medicine lebrikizumab for the
treatment of moderate to severe atopic dermatitis.
Dermira is a biopharmaceutical company is being
acquired for $18.75 per share by Lilly.
Lebrikizumab is an interleukin-13 antibody. The therapeutic was approved fast track designation from the US Food and
Drug Administration (FDA). This acquisition provides an opportunity to add Phase III immunology molecule for atopic
dermatitis, and option for new approved dermatology treatment for primary axillary hyperhidrosis.
Source: europeanpharmaceuticalreview.com
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DRUGS: APPROVALS AND LAUNCHES
1. USFDA nod first generic of ProAir HFA aerosol
The US Food and Drug Administration (FDA) has granted first generic albuterol sulfate
(ProAir HFA) inhalation aerosol for the treatment of bronchospasm in four year of age
and older patients with having reversible obstructive airway disease.
ProAir HFA is high-quality generic drug products with lower cost, it is safe and
effective as their brand drug. The drug expand opportunities to bring generics of
complex drugs to the market.
The drug approval is based on appropriate data and information submitted by the company. The drug having common
side effects such as headache, rapid heart rate (tachycardia), pain, dizziness, sore throat (pharyngitis), rhinitis, chest
pain, palpitations, tremor and nervousness.
Source: europeanpharmaceuticalreview.com
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2. USFDA approved combination therapy for bladder cancer
Astellas and Seattle Genetics has announced that the US Food and Drug
Administration (FDA) has approved combination therapy designation for PADCEV™
(enfortumab vedotin-ejfv) with Keytruda® (pembrolizumab) for the treatment of
patients with unresectable locally advanced or metastatic urothelial cancer.
The drug combination used as a first line therapy for patients with advanced
urothelial cancer who are not able to receive cisplatin-based chemotherapy. The drug
combination therapy are approved based on results from the dose-escalation cohort
and Phase Ib/II trial.
The drug therapy process is designed for the development and review of drugs that
are intended to treat in a seriousness or life-threatening condition.
Source: europeanpharmaceuticalreview.com

18

Volume 2 / February 2020

DRUGS: APPROVALS AND LAUNCHES
3. Novartis’ ofatumumab approved by EMA and USFDA
The US Food and Drug Administration (FDA) and
European Medicines Agency (EMA) have approved
License Application (sBLA) and Marketing
Authorization Application (MAA) for Novartis’
ofatumumab.
Ofatumumab is fully human anti-CD20 monoclonal antibody for the treatment of relapsing multiple sclerosis (RMS) in
adult patients. It is novel B-cell therapy with tolerable safety data.
Globally, 2.3 million people affected with MS that destroys the normal functioning of the brain, optic nerves and spinal
cord through inflammation and tissue loss.
Ofatumumab is a first line choice and self-injectable at home using an auto injector pen. The regulatory approval are
based on positive data from the Phase III ASCLEPIOS I and II trials. The US approval expected in June 2020 and European
approval expected in second quarter of 2021.
Source: pharmatimes.com
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4. NICE granted lenalidomide for follicular lymphoma

The approval of drug is based on results of clinical trial taking with
Revlimid (lenalidomide) with rituximab increased disease progression
time around 39.4 months compared to rituximab alone around 13.8
months.
The combination use of drug is more toxic for the cancer cells with
compared to the singular drugs. Previously NICE has approved Revlimide
for previously untreated multiple myeloma in adult patients who are not
eligible for stem cell transplant and thalidomide treatment.

Disease progression Months

The National Institute for Health and Care Excellence (NICE) has approved Celgene’s
Revlimid (lenalidomide) for previously treated follicular lymphoma patients. The drug is
fight against cancer cell using different way by interfering with cell processes and to
stopping the growth of tumors and developing them. Follicular lymphoma is the most
common low-grade non-Hodgkin lymphoma, the median overall survival of more than
15 year.

Disease progression
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Source: pharmatimes.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Smart material developed for targeted drug delivery
The Moscow Institute of Physics and Technology (MIPT) and Prokhorov General Physics Institute of the Russian Academy
of Sciences (RAS) have developed a smart material for drug delivery, it is also capable of to analyze multiple
environment parameters at once and find out drug targets.
According to the researchers the material is a highly supersensitive to DNA signals compared to currently available DNA
assays.
In this study, one single strand of the DNA molecule was bind with nanoparticle and attached a small molecular of
receptor in another end of the DNA chain. The scientists hypothesized that the receptor didn’t bind to its target and
single stranded DNA might stick to the nanoparticle and hiding the receptor on particle’s surface.
The researcher’s hypothesis was correct when they added supportive single strands of DNA to the particle, the receptor
instantly active, attach with its target and bond between nucleotides caused the DNA strands to form double helix and
exposing the receptor for target binding.
The researchers have said that the agents were capable of detecting DNA concentrations as low as 30 femtomoles per
liter. This technology is to be applicable to the design of smart nanoagents that would recognized cancer cell based on
the concentration of small DNA in the microenvironment.
Source: europeanpharmaceuticalreview.com
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2. Researchers developed protein from lettuce plant
The researchers have developed a novel technique for protein drugs manufacture using lettuce leaves for the treatment
of pulmonary arterial hypertension (PAH).
Many leaves of the plant develop bio medically important proteins, propagating those plant then made up of
pharmaceutical capsule or suspended in a liquid form for use as an oral medication.
The drug consists of the enzyme angiotensin converting enzyme-2 (ACE-2). The study is performed in animal models and
its protein that decreased pulmonary artery pressure and rigorous toxicology. The researchers have completed
investigations these proteins in lettuce plants and to ensure the product is safe and effective.
Source: europeanpharmaceuticalreview.com
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3. Keytruda combination with chemotherapy gets Phase III endpoints
Merck has performed randomized, Phase III KEYNOTE-355 trial for testing anti-PD-1
monoclonal antibody (mAb) therapy with combination of chemotherapy in metastatic triple
negative breast cancer (mTNBC).
The study has enrolled 847 patients to receive Keytruda (pembrolizumab) with
chemotherapy treatment
TNBC is an aggressive malignancy, the combination of Keytruda with chemotherapy having
positive results as first line treatment in metastatic setting.
There was a two part of study, one part was open label and evaluated safety and tolerability of Keytruda with
chemotherapy and second part is double blind with dual primary endpoints of overall survival and progression free
survival, the secondary endpoints were overall response rate, duration of response and disease control rate.
Source: europeanpharmaceuticalreview.com
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4. Astellas and Pfizer gets positive results in Phase III PROSPER trial
Astellas Pharma and Pfizer have gets positive results of overall survival (OS) in
Phase III PROSPER trial. They have evaluated Xtandi (enzalutamide) with
androgen deprivation therapy (ADT) vs. placebo with ADT in men having nonmetastatic castration–resistant prostate cancer (nmCRPC).
Non-metastatic CRPC is the cancer having no evidence of spreading to other parts of the
body (metastasis) with rising prostate-specific antigen (PSA) level.
Astellas and Pfizer have performed Phase III, randomized, double blind, placebo controlled,
and multi-national trial, the study has enrolled 1400 patients with nmCRPC at multiple sites
Source: pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. EPO has rejected claims against ERS Genomics' patent
The European patent office has rejected filed in opposition to European patent
number EP2800811ERS Genomics Limited have formed foundational CRISPER/Cas9
intellectual property.
The patent claims are directed single use CRISPER-Cas9 gene editing system and cover
both cellular and non-cellular settings used in bacteria, plants, animals and cells from
vertebrate animals such as humans.
After three days of hearing, The EPO allowed to stand only two minor modifications and removal of
two dependent claims having no impact of patents.
Source: thepharmaletter.com
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2. RegeneRx partner HFHS gained Canadian patent
Henry Ford Health System (HFHS) has gained Canadian patent of thymosin beta 4 (Tß4) for
the treatment of peripheral neuropathy.
Tß4 is active molecule, first in class and injectable formulation designed for systemic
administration.
An estimated 20 million people in the US have affected with peripheral neuropathy that destroy the peripheral nervous
system and create communication gap between central nervous system and other part of the body.
Source: pharmabiz.com
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3. Annovis gained US patent for parkinson’s treatment
Annovis Bio’s lead therapy ANVS401 has gained USFDA patent for the treatment of
Parkinson’s disease, lewy body dementia disorders.
The neurodegenerative diseases are caused by the buildup of toxic protein in the brain.
In parkinsonism and dementia with lewy bodies developed by an improper fold protein
known as a-synuclein builds that create communication gap between nerve cells and
that ultimately leads to cell death.
ANVS401 is designed to improve axonal transport from one nerve to another nerve cell. Previously the pre-clinical and
clinical studies are shown lower level of accumulation of toxic protein such as alpha, beta and tau protein. Therapies
are used to eliminate the toxic protein after they are developed.
Currently, ANVA401 is being tested in a Phase II clinical trial in patients with early stage of Alzheimer’s disease.
Source: parkinsonsnewstoday.com
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4. Illumina filed patent infringement suit against BGI
Illumina has filled patent infringement against BGI Genomics Co, BGI Americas Corp.,
MGI Tech Co., Ltd., MGI Americas, Inc. and Complete Genomics Inc. in the United
States District Court for the Northern District of California alleging infringement for
following three patents:
 7,541,444
 7,771,973
 10,480,025
The complaint peruses damages, injunctive relief and attorney fees. BGI has Illumina’s copies sequencing chemistry,
patent portfolio that reflects innovation and Illuminas investment of $100 million annually on research and
development.
The UK and the US patent trail and Appeal Board and the European Patent Office over challenges filed against BGI
Source: pharmabiz.com
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TECHNOLOGY /NDDS
1. Researchers have developed adjustable heart valve for congenital patients
A team of scientists from the Harvard and Boston Children’s Hospital have developed an
artificial valve using invasive transcatheter procedure.
In patients of congenital cardiac abnormalities require the placement of prosthetic heart
valves and as the heart grows the valves have to be replaced repeated time.
The researchers have adopted expanding and reducing vessel size approach, veins carry 70% blood volume of body
weight and their dimensions can change depending on body position. The researchers have increased geometric profile
of the human venous valve to design bileaflet heart valve of programmed dimensions that growth without loss of one–
way control.
The valve has already tried on preclinical study and they found valve performed as expected correctly functioning
through cardiac cycle to open and close blood flow access.
Some




additional finding throughout preclinical study:
Valves were able to expand to fit in with growth within the heart
Valve can expand without frame and leaflet requirement
The bileaflet heart valve design improves blood flow through the valve that can significant reduce the risk for
blood clots

Source: medgadget.com
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2. First noninvasive cortisol detector to monitor stress, mental conditions
The researchers from the Caltech have reported first noninvasive, wearable, sensor
detector that can detect changes of cortisol level directly from body sweat.
Cortisol is steroidal hormone directly linked to the mental state, blood test are
available to measure cortisol level but don’t measure frequently.
The researchers have conducted two studies, in one study track the sensor detects how cortisol goes up and down
throughout 24 hours and in another study the volunteers had performed aerobic exercise and to change their cortisol
level and then tip their hands in ice water, in both the studies they were able to detect cortisol level in the volunteers.
Source: medgadget.com
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3. SCTIMST develops economical stent graft
Sree Chitra Thirunal Institute of Medical Science and Technology (SCTIMST) has developed
low cost stent graft for the treatment of thoracic aortic aneurysm.
An aortic aneurysm is an enlargement of the aorta and its affects about 5% of the
population.
Currently there is no any device available for thoracic aortic aneurysm. The stent graph is
made up of polyester fabric form and arranged by nickel a titanium alloy ring, which is
sewed in to the tabular fabric. Once the stent is in place and blood flow occurs only
through the stent graft thus excluding the aneurysm and preventing the rupture.
Source: economictimes.indiatimes.com
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4. Wearable magnetic stimulator to increase neural activity of brain
The Researchers at the Eddy Scurlock Stroke Center at Houston Methodist Hospital in Texas have analyzed a wearable,
multifocal, transcranial, rotating, permanent magnet stimulator (TRPMS) for increase neural activity near injured areas
of brain from a stroke. The device is non-invasive and wears it in reasonable comfort. It could be quickly adopted for
clinical practice.
The study involved 30 patients, from them 15 patients were treated with TRPMS and another 15 were treated with sham
treatment, MRI was performed before and after treatment. The researchers have found in 30 patients robust increase in
physiological brain activity and statistically significant change in brain activity.
If the device confirmed in a larger multicenter study, this would be the first technology for the treatment recovery of
motor function after chronic ischemic stroke.
According to the American Heart Association:
 The treatment was well tolerated and no device-related complications.
 Treatment produced significantly increases in brain activity, nearly 9 times higher compared with sham
treatment.
 The study could not prove the improve transcranial stimulator motor function, and numerical improvements were
demonstrated in five of six clinical scales
 The treatment effects continue over three-months of follow-up.
Source: medgadget.com
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