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GLOBAL NEWS
1. Scientists discover a highly potent antibody against SARS-CoV-2
The newly identified antibody was isolated using lymphocytes from COVID-19 patients enrolled in the ImmunoCoV study
being carried out by CHUV's Service of Immunology and Allergy. This antibody is one of the most powerful identified so
far against SARS-CoV-2. Structural characterization of the antibody indicates that it binds to an area that is not subjected
to mutations of the spike protein.
Through this tight interaction, the antibody blocks the spike protein from binding to cells expressing the ACE2 receptor,
which is the receptor the virus uses to enter and infect lung cells. That means the antibody halts the viral replication
process, enabling a patient's immune system to eliminate SARS-CoV-2 from the body. This protective mechanism was
proven through in vivo tests on hamsters; specimens that were administered the antibody were protected against infection
even after receiving a highly infectious dose.
Source: sciencedaily.com
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2. Highly potent antiviral against dengue could prevent spread of virus
Researchers at the KU Leuven Rega Institute, the Netherlands, and the Centre for Drug Design and Discovery (CD3) have
developed an ultrapotent inhibitor and potential vaccine of the dengue virus.
According to the researchers, who collaborated closely with Janssen Pharmaceuticals, the antiviral molecule is
exceptionally effective against all known dengue variants and could be used for therapeutic and prevention purposes. No
antiviral drugs are currently available to prevent or treat dengue.
First, the team examined many thousands of molecules in a compound library of CD3 to find one or more molecules that
inhibit the virus in lab-grown cells. As soon as they were able to identify such molecules, the medicinal chemists at CD3
started to work on them. They created many versions of the molecules to boost their efficacy against the virus,
undertaking over 2,000 steps to optimise their final molecule.
Source: drugtargetreview.com
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3. Researcher discovers key gene responsible for cancer drug resistance
A researcher at the University of Missouri School of Medicine has discovered an enzyme that plays a key role in the ability
of cancer cells to resist drug treatment.
Immunomodulatory drugs like thalidomide, lenalidomide and pomalidomide have improved the treatment of patients with
multiple myeloma and other blood cancers. But almost all patients eventually develop resistance to these therapies.
Principal investigator Thang Van Nguyen, DVM, PhD, an assistant research professor in the Center for Precision Medicine,
discovered that a protein called USP15 is highly expressed in cancer cells that become resistant to the standard
immunomodulatory drugs.
Source: sciencedaily.com
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4. Record 1.6 million receive COVID-19 boosters over seven days
Nearly 1.6 million booster jabs have been delivered over the past seven days, the NHS shared. This milestone follows
another record week for booster jabs with nearly 1.5 million top-up jabs taking place last week (Monday to Sunday) – with
more than 710,000 boosters reported on Friday and over the weekend alone.
More than 85 million vaccines have already been delivered and nine in ten adults have had their first dose since Margret
Keenan received the first jab outside of a clinical trial in Coventry, in December 2020.
Source: pharmatimes.com
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PHARMA INDIA
1. Indian Pharma Market registers 6.6% growth in November 2021
The Indian Pharmaceutical Market (IPM) has registered a growth of 6.6
per cent for the month of November 2021, after registering a growth
of 5 per cent for the month of October 2021.
According to AIOCD AWACS report, moving annual total (MAT) has seen
a growth of 15.2 per cent over the corresponding period of last year.

Among the top therapies, gastro, respiratory, pain analgesics and gynaec segment continue to show a robust growth for
the month of November 21.
India Ratings and Research opines the 6.6% year on year revenue growth in India’s pharmaceutical market (IPM) during
November 2021, was led by improving growth trends in chronic therapies, namely cardiac 6% year on year (October 2021:
down 1% yoy) and anti-diabetic 6% year on year (October 2021: up 1% year on year ).
Acute therapies namely gastro-intestinal, respiratory and pain/analgesics continued to witnessed strong growth, aided by
the low base impact.
Source: pharmabiz.com
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2. Two Indian drug makers to end trials of generic Merck pill for moderate COVID-1
Two Indian drug makers have requested permission to end late-stage trials of their generic
versions of Merck & Co's (MRK.N) promising experimental oral antiviral drug molnupiravir to
treat moderate COVID-19, a week after Merck said its own trial had succeeded for mild-tomoderate patients

Merck earlier this year suspended its own development of molnupiravir as a treatment for hospitalized COVID-19 patients
since many of them have reached a phase of the disease that is too late for an antiviral drug to provide much help.
Source: reuters.com
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3. India exports $2.47 billion worth of APIs in April to October, 2021
India has exported active pharmaceutical ingredients (APIs) including bulk drugs and drug intermediates worth $2.47
billion during the first seven months of the current fiscal year, which is around 57 per cent of the total API exports from
the country in the previous year. The API exports over the three years from 2018-19 has reported a growth of 13.1 per
cent.
According to the data from the Ministry of Commerce and Industry, India has exported APIs worth $2.47 billion during the
period from April to October, 2021. This is almost 57 per cent of the $4.40 billion export registered during the 12 month
period from April 2020 to March, 2021.
The exports has seen a growth from $3.89 billion 2018-19, to the $4.4 billion in 2020-21, though it has seen a slight decline
in the year 2019-20, when it was reported at $3.87 billion.
Source: pharmabiz.com
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4. CDSCO issues alert on Medtronic’s MiniMed 600 series of insulin pumps
The Central Drugs Standard Control Organisation (CDSCO) has issued medical device alert
on a series of insulin pumps and pump kits of global devices major Medtronic, as the specific
faulty devices could result in rapid and potentially large infusion of insulin causing
hypoglycemia on its users.
The MiniMed 600 series insulin pump is designed with a pump retainer ring to lock the
reservoir in the insulin pump. There have been reports of a loose reservoir that can no
longer be locked into the pump. The reservoir can become loose due to a broken or missing
retainer ring that prevents a proper lock.

“If the retainer ring is damaged, loose or missing, and the user inserts a reservoir back while the infusion set is still
connected to the body, it could result in rapid and potentially large infusion of insulin, which could cause hypoglycemia.
Severe hypoglycemia can be life-threatening or may result in death,” said the CDSCO alert.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. NICE recommends gene silencing therapy for porphyria patients
NICE have recommended the use of givosiran, a gene silencing therapy, on the NHS in England,
as an option for the treatment of acute haptic porphyria (AHP), a painful disease usually first
seen in young women in their 20s.
AHP is a group of rare genetic diseases, characterised by painful and potentially lifethreatening attacks. It is caused by a genetic defect, and people suffering from it lack the
enzymes needed to produce haem, a basic structure of the blood protein haemoglobin.
Patients suffering from AHP may experience recurrent attacks which may result in hospitalisation. There are currently
approximately 17 patients across the UK who are diagnosed each year.
Source: pharmatimes.com
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2. NICE draft guidance does not recommend tucatinib
NICE has today (26 October) published draft guidance for public consultation which does not
recommend tucatinib (also called TUKYSA and made by Seagen Inc), in combination with
trastuzumab and capecitabine, for some types of breast cancer that has spread.
Tucatinib is licensed for treating HER2-positive locally advanced or metastatic breast cancer
in people who have received at least 2 prior anti-HER2 treatments. The draft guidance
concludes that people taking tucatinib combination have longer before their disease gets
worse and live longer overall. However, how much longer people live is uncertain.
The cost-effectiveness estimates for tucatinib combination are higher than NICE normally considers an acceptable use of
NHS resources, even when the higher weighting given to end-of-life treatments is applied.
Source: nice.org.uk

10

Volume 1 / November 2021

REGULATORY ROUND-UP
3. NHS publishes new plans to improve patient access to GP appointments
The NHS has announced new plans to improve patient access to GP appointments, while also offering further support for
GPs and their teams.
The blueprint plans, published by the NHS following close collaboration with the Department
of Health and Social Care (DHSC), include measures to provide extra funding for GP surgeries
to increase capacity for face-to-face appointments.
The measures, which include a £250m ‘winter access fund’ from NHS England, will aim to ensure GP
practices can improve availability for patients who need care.

Source: pharmatimes.com
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4. NICE backs Rinvoq for moderate active RA
AbbVie has announced that its oral therapy Rinvoq (upadacitinib) has received a positive
recommendation from the National Institute for Health and Care Excellence (NICE) for the
treatment of moderate active rheumatoid arthritis (RA).
Rinvoq with methotrexate has been recommended as a treatment option for adults with
moderate active RA whose disease has responded inadequately to intensive therapy with
two or more conventional disease-modifying antirheumatic drugs (DMARDs.
Source: pharmatimes.com
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1. Merck to Acquire Acceleron Pharma Inc. for $11.5B
Kenilworth-based Merck and Cambridge, Massachusettsbased biopharmaceutical company Acceleron Pharma Inc.
have entered into a definitive agreement under which
Merck, through a subsidiary, will acquire Acceleron for $180
per share in cash for an approximate total equity value of
$11.5 billion.
Acceleron is focused on harnessing the power of the transforming growth factor (TGF)-beta superfamily of proteins that
is known to play a central role in the regulation of cell growth, differentiation and repair. Acceleron’s lead therapeutic
candidate, sotatercept, has a novel mechanism of action with the potential to improve short-term and/or long-term
clinical outcomes in patients with pulmonary arterial hypertension (PAH), a progressive and life-threatening blood vessel
disorder. Sotatercept is in Phase 3 trials as add-on to current standard of care for the treatment of PAH.
Source: pharmatimes.com
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2. AstraZeneca Acquires Caelum Biosciences For Rare Disease Antibody

AstraZeneca’s Alexion will fully acquire the remaining equity in Caelum Biosciences for the
company’s first-in-class fibril-reactive monoclonal antibody (mAb) to treat rare disease
light chain (AL) amyloidosis.

Researchers are studying the antibody, CAEL-101, in the Cardiac Amyloid Reaching for
Extended Survival (CARES) Phase 3 clinical program combined with standard-of-care (SoC)
therapy for AL amyloidosis.
Additionally, two parallel Phase 3 trials in patients with Mayo stage Illa disease and Mayo
stage Illb disease, respectively, are ongoing.
Source: pharmanewsintel.com
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3. Gilead and MSD collab on Trodelvy/Keytruda breast cancer trial

Gilead Sciences and MSD – known as Merck in the US and Canada – have announced a clinical
trial collaboration to test a combination of Gilead’s Trodelvy and MSD’s Keytruda for the
first-line treatment of certain triple-negative breast cancer (TNBC) patients.

As part of the agreement, Gilead will sponsor a global Phase III clinical trial evaluating Trop-2 targeting antibody-drug
conjugate (ADC) Trodelvy (sacituzumab govitecan-hziy) in combination with MSD’s anti-PD-1 therapy Keytruda
(pembrolizumab).
Source: pharmatimes.com
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4. Strategic collaboration strengthens lupus clinical research in UK
The UK Musculoskeletal Translational Research Collaboration
(MSK TRC) and the charity Versus Arthritis brought together the
NIHR University College London Hospitals (UCLH), Biomedical
Research Centre (BRC), and GlaxoSmithKline (GSK), in a
collaboration to test a novel combination of biologics for
systemic lupus erthematosus (SLE).
These companies led the BEAT-Lupus randomised control trial,
that accelerated research into treatments for lupus patients.
While this was a small study with only 52 patients, it was the
first academic-led interventional double-blind trial completed
in lupus in the UK for 20 years.

Source: pharmatimes.com
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1. FDA Approves Amgen’s Repatha for Autosomal Dominant Disease
FDA recently approved Amgen’s Repatha to treat pediatric patients ten and older with autosomal dominant disease,
heterozygous familial hypercholesterolemia (HeFH), to reduce low-density lipoprotein cholesterol (LDL-C).
Specifically, the agency approved the therapy as an adjunct to diet and other LDL-C lowering therapies.
“The approval of Repatha for pediatric patients with FH represents a much-needed
adjunct treatment option for these children with genetically high cholesterol who
are unable to manage their high LDL-C with other lipid-lowering agents alone,” David
M. Reese, MD, executive vice president of research and development at Amgen, said
in the announcement.

Source: pharmanewsintel.com
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2. Kite gets US FDA approval for Tecartus to treat acute lymphoblastic leukemia
Kite, a subsidiary of Gilead Sciences, has received the US Food and Drug Administration
(FDA) approval for its Tecartus (brexucabtagene autoleucel) to treat patients with relapsed
or refractory b-cell acute lymphoblastic leukemia (ALL).
Kite, a subsidiary of Gilead Sciences, has received the US Food and Drug Administration
(FDA) approval for its Tecartus (brexucabtagene autoleucel) to treat patients with relapsed
or refractory b-cell acute lymphoblastic leukemia (ALL).
Tecartus, an autologous, anti-CD19 CAR T-cell therapy, uses the XLP manufacturing process
that includes enrichment of T cell.

Source: pharmaceutical-business-review.com
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3. US FDA grants breakthrough therapy designation to Roche’s gantenerumab
The US Food and Drug Administration has granted breaktrough therapy designation to Roche’s gantenerumab, an antiamyloid beta antibody developed for subcutaneous administration, for the treatment of people living with Alzheimer’s
disease (AD), the company informed via a statement.
The statement further said that this designation is based on the data showing that
gantenerumab significantly reduced brain amyloid plaque, a pathological hallmark
of AD, in the ongoing SCarlet RoAD and Marguerite RoAD open-label extension trials,
as well as other studies. Learnings from these studies have been incorporated into
the optimised design of two ongoing parallel, global, placebo-controlled and
randomised phase-III trials, Graduate 1 and 2. The pivotal trials are evaluating
gantenerumab in more than 2,000 participants for more than two years and are
expected to be completed in the second half of 2022.
“For more than a decade, we’ve been committed to advancing the science of Alzheimer’s as well as our investigational
medicine gantenerumab, and we look forward to delivering a comprehensive and robust data set that furthers our
collective understanding of this devastating disease,” said Levi Garraway, MD, PhD, Chief Medical Officer and Head,
Global Product Development, Roche.
Source: expresspharma.in
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4. FDA Approves First Treatment for Rare Disease Congenital Athymia
FDA recently approved Rethymic to treat pediatric patients with rare disease congenital athymia.
Congenital athymia is a rare immune disorder in which a child is born without a thymus. The thymus is an organ that plays
a critical role in helping the body learn to fight infections.
Children impacted by this disease typically die within the first two years of life and
may have repeated, life-threatening infections due to a lack of adequate working T
cells.
“Today’s action marks the first FDA approval of a therapy to treat this very rare and
devastating disease in children,” Peter Marks, MD, PhD, director of the FDA’s Center
for Biologics Evaluation and Research, said in the announcement.
Source: pharmanewsintel.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. ViiV Healthcare Submits FDA Application for HIV Regimen
ViiV Healthcare recently announced it made a regulatory submission to FDA for
approval of a new dispersible tablet regimen for children living with HIV.
The tablet formulation, Triumeq, includes abacavir, dolutegravir, and
lamivudine. ViiV Healthcare also requested approval to extend its current
approval for Triumeq to lower the minimum weight at which a caregiver can
prescribe a child this medicine from 88 to 30 pounds.
About 74 percent of adults living with HIV have access to treatment, compared
to only 54 percent of children, according to a 2020 study from UNAIDS.
Source: pharmanewsintel.com
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2. Amgen reveals new combination data for KRAS inhibitor
Amgen has unveiled new combination study results from an early-stage study evaluating Lumakras (sotorasib) in over ten
different investigational combination regimens for the treatment of KRAS G12C-mutated cancers.
One arm of the Phase Ib CodeBreaK 101 study – evaluating Lumakras plus afatinib – enrolled 33 heavily pre-treated patients
with KRAS G12C-mutated non-small cell lung cancer (NSCLC).
The data showed an objective response rate (ORR) of 20% in cohort one and 35% in the second cohort, with a disease
control rate of 70% and 74% in the two cohorts, respectively.
Source: pharmatimes.com
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3. Vertex’s type 1 diabetes therapy hits the mark in Phase I/II study

Vertex Pharmaceuticals has revealed ‘remarkable’ data from an early-stage study
evaluating its stem-cell derived therapy VX-880 in type 1 diabetes (T1D). In this study, a
T1D patient received a single infusion of the therapy at half the target dose in combination
with immunosuppressive therapy.

According to Vertex, this patient demonstrated successful engraftment as well as immediate and robust improvements
across several key markers – such as increases in fasting and stimulated C-peptide as well as improvements in glycemic
control and a reduction in the need for medical insulin.
In the year prior to VX-880 treatment, this patient had five severe and potentially life-threatening cases of low blood
sugar.
“These results from the first patient treated with VX-880 are unprecedented,” said Bastiano Sanna, executive vice
president and chief of Cell and Genetic Therapies at Vertex.
Source: chemdiv.com
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4. AZ’s long-acting antibody combo shows benefit in COVID-19 trial
AstraZeneca has announced positive results from a Phase III trial evaluating
its long-acting antibody (LAAB) combination AZD7442 in non-hospitalised
patients with mild-to-moderate symptomatic COVID-19.
In the Phase III TACKLE trial, a total of 90% of participants enrolled were
from populations with a high-risk of progressing to severe COVID-19,
including individuals with co-morbidities.
The late-stage trial hit its primary endpoint, with AZD7442 600 mg given by intramuscular injections (IM) reducing the risk
of developing severe COVID-19 or death from any cause by 50% compared to placebo in outpatients who had been
symptomatic for seven days or less.
Source: pharmatimes.com
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1. MSN Labs launches patented diabetes drug Jardiance
MSN Laboratories launched the most affordable copy of Jardiance (Empagliflozin),
the best-selling patented anti-diabetes drug sold by German pharmaceutical
company Boehringer Ingelheim (BI), on Monday. Was announced.
According to MSN, empagliflozin tablets are sold under the brand name “EMPAONE”
and the price of 10 mg and 25 mg tablets is 15.90 rupees and 18.90 rupees,
respectively, and the prices of Jardiance 10 mg and 25 mg are 51.3 rupees and 62.2
rupees per tablet.
“EMPAONE aims to provide affordable and accessible treatment options for diabetics in need across India,” MSN said in a
release.
The Hyderabad-based pharmaceutical company said it has developed the EMPAONE drug active ingredient (API) and final
dosage form (FDF) at its state-of-the-art R & D center.
Source: indianewsrepublic.com
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2. Glenmark launches fixed-dose combination drug for diabetes
Glenmark Pharmaceuticals Limited on Tuesday said that it has launched a fixeddose combination (FDC) drug for the management of Type 2 diabetes in India.
The company has launched a fixed-dose combination of its novel, patent-protected
Sodium-Glucose Co-Transporter Inhibitor (SGLT2i) - Remogliflozin Etabonate and a
DPP4 inhibitor (Dipeptidyl Peptidase 4 inhibitor) – Vildagliptin, with Metformin
(first-line medication for the treatment of type 2 diabetes). This fixed drug
combination is indicated for the management of Type 2 diabetes. The blend
contains Remogliflozin (100 mg) + Vildagliptin (50 mg) + Metformin (500/1000 mg)
in a fixed-dose and must be taken twice daily to improve glycemic control in
patients, the company said.
Source: thehindubusinessline.com
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3. The English High Court applies German law on EPC 2000 claims in Royalty Pharma v
Boehringer
His Honour Judge Hacon (sitting as a Judge of the High Court) handed down his decision in an action brought by Royalty
Pharma Collection Trust (“Royalty Pharma”) for approximately €23 million in royalty payments from Boehringer Ingelheim
GmbH (“Boehringer”) (Royalty Pharma Collection Trust v Boehringer Ingelheim GmbH [2021] EWHC 2692 (Pat)). The action
relates to products sold by Boehringer containing the active pharmaceutical ingredient (“API”) linagliptin for the
treatment of type 2 diabetes. Boehringer manufactures the API in Germany. Some API is also formulated, labelled and
packed into products in Germany, but some is exported by Boehringer to other countries.
Boehringer entered into a non-exclusive licence with Prosidion Limited in 2005. The agreement had a somewhat unusual
governing law and jurisdiction clause in that it was governed by German law but provided that the Courts of England and
Wales have jurisdiction over any dispute.
Source: patentblog.kluweriplaw.com
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4. FDA takes additional actions on the use of a booster dose for COVID-19
The U.S. Food and Drug Administration took action to expand the use of a booster dose for COVID-19 vaccines in eligible
populations. The agency is amending the emergency use authorizations (EUA) for COVID-19 vaccines to allow for the use
of a single booster dose.
The use of a single booster dose of the Moderna COVID-19 Vaccine that may be administered at least 6 months after
completion of the primary series to individuals:
•
65 years of age and older
•
18 through 64 years of age at high risk of severe COVID-19
•
18 through 64 years of age with frequent institutional or occupational exposure toSARS-CoV-2
Source: worldpharmanews.com
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TECHNOLOGY /NDDS
1. Scientists Design Nanoparticles That Communicate With Cancer Cells
A multi-institutional research team has designed nanoparticles that can communicate with and slow the development of
cancer cells. The work — detailed in a newly published paper in Advanced Materials — has uncovered a novel framework
for the potential development of drug-free cancer therapies.
Led by scientists at the Advanced Science Research Center at the Graduate Center, CUNY (CUNY ASRC), the research team
was able to design nanoparticles that are activated to self-assemble when they encounter cancer cells and send messages
to instruct the cells to slow their growth. Because the nanoparticles communicate only with the cancer cells, the
surrounding healthy cells aren’t impacted.
“Cancer cells take up materials from their environment, and they also secrete factors that help them degrade surrounding
tissue in order to spread and metastasize,” said Richard Huang, lead author of the paper.
Source: techilive.in
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2. New computer modeling could boost drug discovery
The computer modelling tool will predict novel sites of binding for potential drugs that are more selective, leading to
more effective drug targeting, increasing therapeutic efficacy and reducing side effects.
The data tool or protocol will uncover a novel class of compounds -- allosteric drugs in G protein-coupled receptors
(GPCRs).
GPCRs are the largest membrane protein family that transduce a signal inside cells from hormones, neurotransmitters,
and other endogenous molecules. As a result of their broad influence on human physiology, GPCRs are drug targets in
many therapeutic areas such as inflammation, infertility, metabolic and neurological disorders, viral infections and
cancer. Currently over a third of drugs act via GPCRs. Despite the substantial therapeutic success, the discovery of GPCR
drugs is challenging due to promiscuous binding and subsequent side effects.
Source: sciencedaily.com
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3. Stallergenes Greer and Aptar Pharma to develop immunotherapy treatment device

Stallergenes Greer, a London-based global health company specialising in allergen immunotherapy (AIT), has entered into
a partnership with Aptar Pharma, to develop a novel connected device and companion mobile app for patients undergoing
Stallergenes Greer’s AIT treatments.
The development of the device is being carried out by Aptar Pharma’s Digital Health group, which has expertise in device
and software development. The product will bolster the company’s Cohero platform.
Source: pharmatimes.com
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4. Researchers discover a way to increase the effectiveness of antibiotics
Antimicrobial resistance to superbugs has been evolving and is one of the top 10 global public health threats facing
humanity, according to the World Health Organization.
This new research will provide a pathway to increasing the effectiveness of antibiotics, without clinicians having to
resort to risky strategies of giving patients higher doses or relying on the discovery of new types of antibiotics.
During a bacterial infection, the body uses molecules called chemoattractants to recruit neutrophils to the site of the
infection. Neutrophils are immune cells with the ability to encapsulate and kill dangerous bacteria, critical to the
immune response. Researchers attached a chemoattractant to an antibiotic, enabling them to enhance the recruitment
of immune cells and improve their killing ability.
Source: sciencedaily.com
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