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GLOBAL NEWS
1. New blood test can identify presence of cancer
Cancer researchers at the University of Oxford have developed a new type of blood test, which can be used to detect a
range of cancers.
The test can also detect whether these cancers have metastasised in the body and is the first of its kind, using nuclear
magnetic resonance (NMR) metabolomics. These identify the presence of biomarkers in the blood called metabolites –
small chemicals that our body both naturally produces – which are produced by cancer cells.
The study, published in Clinical Cancer Research, a journal of the American Association of Cancer Research, analysed
samples from 300 patients with non-specific but concerning symptoms of cancer.
Source: pharmatimes.com
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2. A novel compound might defeat multidrug-resistant bacteria common in hospital
For years, public-health experts have been sounding the alarm about the next phase in humanity's co-existence with
bacteria -- a dark future where emerging strains have rendered once-powerful antibiotics useless. The United Nations
recently projected that, unless new drugs are developed, multidrug-resistant infections will force up to 24 million people
into extreme poverty within the next decade and cause 10 million annual deaths by 2050.
Scientists are especially apprehensive about a broad group of bacteria that circulate in hospitals and can dodge not only
blockbuster drugs like penicillin and tetracycline, but even colistin, an antibiotic long used as a crucial last option. When
colistin fails, there is often no effective antibiotics for patients with multidrug-resistant infections.

Source: sciencedaily.com
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3. COVID-19 can trigger self-attacking antibodies
Infection with the virus that causes COVID-19 can trigger an immune response that lasts well beyond the initial infection
and recovery - even among people who had mild symptoms or no symptoms at all, according to Cedars-Sinai investigators.
The findings are published in the Journal of Translational Medicine.
When people are infected with a virus or other pathogen, their bodies unleash proteins called antibodies that detect
foreign substances and keep them from invading cells. In some cases, however, people produce autoantibodies that can
attack the body’s own organs and tissues over time.
The Cedars-Sinai investigators found that people with prior infection with SARS-CoV-2, the virus that causes COVID-19,
have a wide variety of autoantibodies up to six months after they have fully recovered. Prior to this study, researchers
knew that severe cases of COVID-19 can stress the immune system so much that autoantibodies are produced.
This study is the first to report not only the presence of elevated autoantibodies after mild or asymptomatic infection,
but their persistence over time.
Source: worldpharmanews.com
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4. Researchers develop first stem cell model of albinism to study related eye
conditions
Researchers at the National Eye Institute (NEI) have developed the first patient-derived stem cell model for studying eye
conditions related to oculocutaneous albinism (OCA). The model’s development is described in the January issue of the
journal Stem Cell Reports. NEI is part of the National Institutes of Health.
“This ‘disease-in-a-dish’ system will help us understand how the absence of pigment in albinism leads to abnormal
development of the retina, optic nerve fibers, and other eye structures crucial for central vision,” said Aman George,
Ph.D., a staff scientist in the NEI Ophthalmic Genetics and Visual Function Branch, and the lead author of the report.
Source: pharmabiz.com
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PHARMA INDIA
1. Pharma firms to install PNG run boilers to improve Air quality
In a bid to improve the air quality in Indore, which is the industrial hub of Madhya Pradesh, the city administration has
urged drug manufacturers to install piped natural gas (PNG) run boilers at their units.
Currently, drug units mostly located in Indore and its surroundings have diesel fired steam boilers and coal fired steam
boilers, one of the main contributors to air pollution.
Taking serious note of this, Rishabh Gupta, chief executive officer, Indore Smart City, on January 11, 2022, held a meeting
with the Madhya Pradesh Small Scale Drug Manufacturers Association (MPSDMA) and appealed to members of the
association to switch from diesel and coal fired steam boilers to PNG run boilers to make the city greener.
PNG is mainly methane (CH4) with a very small percentage of other higher hydrocarbons like ethane, propane, butane,
and pentane.
Source: thehealthmaster.com
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2. Health ministry notifies recruitment rules for top finance division posts in NHA

The ministry of health and family welfare (MoHFW) has notified top level posts
for finance division of the National Health Authority (NHA), the apex body
responsible for implementing the government’s flagship public health insurance
scheme Ayushman Bharat Pradhan Mantri Jan Arogya Yojana (ABPMJAY).
The Ministry has announced recruitment rules for the specified posts in the
finance division, including three posts of deputy director (finance) and four
posts of assistant director (finance), to be filled based on the qualifications fixed
by the government.

Source: pharmabiz.com
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3. Karnataka launches 'Brain Health Initiative' to help people beat Covid stress

Karnataka has launched 'Brain Health Initiative', a first-of-its-kind in the country,
undertaken by NIMHANS in association with NITI Aayog in the state.
Under this programme, the doctors will be trained in screening and treating mental
health patients. The initiative is being rolled out in Bengaluru, Kolar and
Chikkaballapur districts on pilot basis.

Source: economictimes.indiatimes.com
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4. CDSCO issues regular market approval to Covishield and Covaxin
The Central Drugs Standard Control Organisation (CDSCO) has granted regular market
approval to the first two Covid-19 vaccines launched in India earlier in 2021 under the
emergency use authorisation (EUA). The approval to Covishield, manufactured by Serum
Institute of India and Covaxin, by Bharat Biotech, is subject to certain conditions.
According to reports, the vaccines will not be available in retail pharmacy shops, but
private hospitals and clinics can buy them for vaccination. While under the EUA the safety
data had to be given in every 15 days, post approval, the condition is that the data should
be submitted to the Drug Controller General (India) in six months or more

The information will also have to be submitted on the government’s Covid-19 management portal CoWin.
The decision comes shortly after the Subject Expert Committee (SEC), reportedly, submitted its recommendation to
provide regular market approval to these vaccines, which would help improve the accessibility to the hospitals and
clinics across the country.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. PCR not needed following lateral flow test under new guidelines
Asymptomatic individuals who test positive on a lateral flow test
(LFT) no longer need to confirm the result using a PCR test before
commencing their seven-day self-isolation period, the UK government
have announced.
The change will take effect in England from 11 January 2022 and
across the rest of the UK in a few days following this. Under the
current rules, those who are asymptomatic and test positive are
required to seek a PCR confirming their infection and should only
begin isolating once that test has returned with a positive result.
This extends the isolation period and increases demand for PCR testing, which is
under strain due to the winter surge in cases and massive rise in positive cases of
the Omicron variant.

Source: pharmatimes.com
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2. UK MHRA launches public consultation on set of far-reaching proposals to improve &
strengthen clinical trials legislation
The Medicines and Healthcare products Regulatory Agency (MHRA) has launched a
public consultation on a set of far-reaching proposals to improve and strengthen the
UK clinical trials legislation to make the UK the best place to research and develop
safe and innovative medicines.
Clinical trials are vitally important for achieving advances in medical treatment.
Clinical trials may be conducted for a range of purposes, for example to test whether
a new treatment or combination of treatments is safe and effective, or to explore new
ways to use existing medicines – as has been seen with the rapid introduction of new
vaccines and therapeutics for Covid-19.
This eight-week consultation seeks your views on new proposals to improve regulation of clinical trials in the best interests
of patients. In line with the ambitions of the Life Sciences Vision these proposals for UK legislation seeks to make the UK
the leading global centre for innovative research design and delivery, across all types of trials. This consultation aims to
develop a system which promotes patient and public involvement in clinical trials, improves the diversity of participants,
streamlines clinical trial approvals, enables innovation and enhances clinical trials transparency.
Source: pharmabiz.com
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3. Experts see making neglected tropical diseases to be built into Covid management
protocols eliminate
Neglected tropical diseases needs treatment cannot be ignored instead it needs to be built into Covid management
protocols, stated experts.
As a global panel discussion jointly hosted by The Leprosy Mission Trust
India (TLMTI), Sasakawa Health Foundation (SHF), Disabled People’s
International (DPI) and National Centre for Promotion of Employment for
Disabled People (NCPEDP) World NTD Day and World Leprosy Day
observed annually on January 30, touched upon the challenges
encountered in preventing and eliminating the NTDs, which are largely
endemic in low-income and middle-income nations in Asia, Africa, and
Latin America.
Identifying and replicating community-driven best practices, decentralising points of care, and addressing structural
inequities that feed into vulnerability of the already neglected demography, are some of the thoughts that emerged.
Source: pharmabiz.com
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4. NICE moves: increased accessibility and flexibility for health tech
The National Institute for Health and Care Excellence (NICE) is committed to greater
flexibility in its evaluation process of new and promising health technologies. The
institute is also aiming to increase patient accessibility and greater equality of access.
Changes in the way medicines and other health technologies are evaluated for use by
the NHS are expected to be approved by the NICE board imminently. If the green light
is given, changes will come into effect early next month for new evaluations.
These will give patients earlier access to innovative new treatments by allowing greater flexibility over ‘value for money’
discussions. They will also consider a broader evidence base, provide more transparency and enable faster decisionmaking for NICE’s independent committees.

Source: pharmatimes.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Sosei Heptares and Verily to collaborate on immune-mediated disease treatment

Sosei Group Corporation and Verily, an Alphabet
precision health company, announced that they
have
entered
into
a strategic
research
collaboration. This agreement brings together the
capabilities of Verily’s immune profiling and Sosei
Heptares’ G-protein-coupled receptors (GPCR)
structure-based drug design.

Under this collaboration, the companies aim to accelerate the understanding of GPCR biology in immune cells, particularly
in the fields of immunology, gastroenterology, immuno-oncology and other disorders with immunoprotective or
immunopatheogenic mechanisms.
The collaboration also aims to prioritise and validate GPCR targets with strong potential as drug targets, as well as
discovering and developing novel drug candidates that modulate these targets.
Source: pharmatimes.com
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2. Pfizer and BioNTech sign new global collaboration agreement to develop first
mRNA-based shingles vaccine

Pfizer Inc. (NYSE: PFE) and BioNTech SE (Nasdaq: BNTX) announced a new research, development and commercialization
collaboration to develop a potential first mRNA-based vaccine for the prevention of shingles (herpes zoster virus, or
HZV), a debilitating, disfiguring and painful disease that impacts about one in three people in the United States during
their lifetime. The collaboration builds on the companies' success in developing the first approved and most widely used
mRNA vaccine to help prevent COVID-19. This is the third collaboration between Pfizer and BioNTech in the infectious
diseases field, following the influenza vaccine collaboration initiated in 2018 and the COVID-19 vaccine collaboration
initiated in 2020.
Under the terms of the agreement, the companies will leverage a proprietary antigen
technology identified by Pfizer's scientists and BioNTech's proprietary mRNA platform
technology used in the companies' COVID-19 vaccine. The parties will share development
costs. Clinical trials are planned to start in the second half of 2022. Pfizer will have rights
to commercialize the potential vaccine on a global basis, with the exception of Germany,
Turkey and certain developing countries where BioNTech will have commercialization
rights. The companies will share gross profits from commercialization of any product.
Source: worldpharmanews.com
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3. Exscientia and Sanofi collaborate to develop AI-driven precision-engineered
medicines

Sanofi and Exscientia have announced a research collaboration and license agreement to
develop up to 15 novel small molecule candidates across oncology and immunology. This
will utilise Exscientia’s end-to-end AI-driven platform, which uses real patient samples.
By using a platform which integrates primary human tissue samples into early target and
drug discovery research, Exscientia scientists can integrate the patient, disease and
clinically relevant data into decisions made on potential new medicine candidates.
Alongside target discovery, Exscientia will lead small molecule drug design and lead
activities including development candidate nomination. Sanofi will be responsible for
preclinical and clinical development, manufacturing, and commercialisation.
Source: pharmatimes.com
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4. Malvern Panalytical acquires Switzerland-based bioanalysis sensor company,
Creoptix
Malvern Panalytical, a company providing advanced analysis and services solutions
for the pharma drug product development, as well as services and solutions for other
industries, has announced its acquisition of Creoptix AG, a specialist bioanalysis
sensor company. The acquisition forms a critical part of Malvern Panalytical’s
strategy to expand its capabilities in support of drug discovery.
Creoptix provides cutting edge tools for molecular interaction analysis. Engineered around their proprietary GratingCoupled Interferometry (GCI) technology, these tools enable researchers to access high-quality binding affinity and
kinetics data across a broader range of samples than traditional SPR-based solutions, accelerating the discovery and
development of new drug substances.
Source: pharmabiz.com
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DRUGS: APPROVALS AND LAUNCHES
1. MHRA grants approval for Pfizer’s oral COVID-19 antiviral pill
The Medicines and Healthcare Products Regulatory Agency (MHRA) has approved the use of a second oral antiviral pill
for COVID-19 to be taken at home.

Pfizer’s Paxlovid can be given to those aged 18 years and older with mild-tomoderate symptoms of COVID-19, who are also at risk of developing severe disease.
High-risk categories include those with diabetes, heart disease, obesity, and those
over the age of 60.

Source: pharmatimes.com
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2. BeiGene’s anti-PD-1 antibody tislelizumab gets China NMPA approval
BeiGene, a global, science-driven biotechnology company, announced that the China
National Medical Products Administration (NMPA) has approved BeiGene’s anti-PD-1
antibody tislelizumab as a second- or third-line treatment for patients with locally advanced
or metastatic non-small cell lung cancer (NSCLC).
A supplemental biologics license application for tislelizumab in this indication was
previously accepted for review by the China NMPA in March 2021.

Source: pharmabiz.com
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3. Blueprint's Ayvakit launch ramps up as it taps LabCorp, new education campaign to
boost awareness
Blueprint Medicines has a potential blockbuster on its hands with Ayvakit, but it
has to tackle the issues of COVID, patient identification and education to try and
boost awareness of the diseases it targets.
It’s been a pivotal time for the company, going from a pure clinical-stage biotech player in 2019 to a commercial
biopharma in early 2020 with a green light to treat certain patients with certain gastrointestinal stromal tumors (GISTs),
the first of its kind. The company then followed the approval up last summer with a new regulatory nod in a rare disorder
and its subtypes.
This includes advanced systemic mastocytosis (SM), which can dramatically cut life expectancy to six months to a few
years, and aggressive SM, a rare disorder that results in too many mast cells building up in your body, as well as SM with
an associated hematological neoplasm and mast cell leukemia.
Source: fiercepharma.com
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4. CHMP approves Dupixent for young children with asthma
The Committee for Medicinal Products for Human Use (CHMP) has recommended Dupixent (dupilumab) for approval for
the treatment of children aged 6 to 11-years-old with severe asthma and type 2 inflammation.
The European Commission (EC) is expected to announce a final decision on the Dupixent application in the coming months.

The recommendation is based on the pivotal phase 3 trial, which showed Dupixent–
added to standard of care treatment – significantly reduced severe asthma attacks
and improved lung function within two weeks, in children aged 6 to 11.

Source: pharmatimes.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. New study finds AstraZeneca booster generates higher antibodies against Omicron

AstraZeneca (AZ) has reported preliminary data from a trial it conducted on its COVID-19 booster shot, Vaxzevria.
The results from the trial immunogenicity and safety trial, D7220C00001, reveal that the vaccine generated a higher
antibody response against the Omicron variant as well as others, including Beta, Delta, Alpha, and Gamma, according
to Reuters.
An increased response was seen in people who had previously been vaccinated with either Vaxzevria or an mRNA
vaccine, AstraZeneca reported. They added that they would submit this data to regulators worldwide, in the wake of
the current demand for booster doses.
Source: pharmatimes.com
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2. Moderna, Carisma Partner to Develop In Vivo Cancer Therapies
Moderna and Carisma Therapeutics recently entered into an agreement to
discover, develop, and commercialize in vivo engineered chimeric antigen
receptor monocyte (CAR-M) cancer therapies.
Moderna’s expertise in mRNA and LNP technologies presents an
opportunity for engineered macrophages.
“We are excited to begin this collaboration with Carisma to further expand
our oncology pipeline with a differentiated in vivo cell-therapy approach,”
Stephen Hoge, president of Moderna, said in the announcement.
Under the terms of the agreement, Carisma will receive a $45 million up-front cash payment and research funding and is
also eligible to receive development, regulatory, and commercial milestone payments.
Source: pharmanewsintel.com
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3. Placebo effect accounts for more than two-thirds of COVID-19 vaccine adverse
events
The placebo effect is the well-known phenomenon of a person's physical or mental health improving after taking a
treatment with no pharmacological therapeutic benefit - a sugar pill, or a syringe full of saline, for example. While the
exact biological, psychological and genetic underpinnings of the placebo effect are not well understood, some theories
point to expectations as the primary cause and others argue that non-conscious factors embedded in the patient-physician
relationship automatically turn down the volume of symptoms.
Sometimes placebo effects can also harm - the so-called "nocebo effect" occurs when a person experiencing unpleasant
side effects after taking a treatment with no pharmacological effects. That same sugar pill causing nausea, or that syringe
full of saline resulting in fatigue.
Source: worldpharmanews.com
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4. AstraZeneca Combination Treatment Helps Advanced Biliary Tract Cancer

AstraZeneca recently announced that Imfinzi combined with standard-of-care
chemotherapy significantly improved overall survival and progression-free survival in
patients with advanced biliary tract cancer (BTC).
The randomized Phase 3 trial, TOPAZ-1, enrolled 685 patients with unresectable advanced or metastatic BTC, including
intrahepatic and extrahepatic cholangiocarcinoma and gallbladder cancer, to receive Imfinzi in combination with
chemotherapy as first-line treatment.
In the study, patients who received the combination treatment experienced a 20 percent reduction in the risk of death
versus chemotherapy alone.
Source: pharmanewsintel.com
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1. Swede deal for Psyros Diagnostics
Psyros Diagnostics has signed an agreement to be acquired by the Swedish
company, Prolight Diagnostics AB. Psyros’s ground-breaking Point-of-Care
(POC) technology enables the measurement of disease-indicating molecules
in extremely low concentrations–in ten minutes or less.
Psyros was acquired for 65 MSEK (£5.25m), while its Psyros-developed single-molecule counting POC system has a unique
opportunity to develop further. In the face of the COVID-19 pandemic, the need for POC testing has increased significantly
with rapid, simple and efficient testing in close proximity to a patient proving extremely valuable.
Source: pharmatimes.com
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2. NICE recommends Rinvoq® for adults with active psoriatic arthritis
The UK’s National Institute for Health and Care Excellence (NICE) has issued a Final
Appraisal Determination (FAD) recommending AbbVie’s Rinvoq® (upadacitinib)
15mg as a new option for treating adults with active psoriatic arthritis (PsA). The
recommendation allows for the use of upadacitinib alone or in combination with
methotrexate for those whose disease has not responded well enough to diseasemodifying antirheumatic drugs (DMARDs) or who cannot tolerate them.

According to AbbVie, the FAD recommends upadacitinib only if patients have peripheral arthritis with three or more
tender joints and three or more swollen ligaments, and they have had two conventional DMARDs and at least one biological
DMARD, or TNF-alpha inhibitors are contraindicated but would otherwise be considered.
Source: europeanpharmaceuticalreview.com
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3. NRx Pharma seeks provisional US patent for stable compositions of aviptadil suitable
for human use
NRx Pharmaceuticals announced that it has filed a provisional composition of matter patent application with the US Patent
and Trademark Office entitled “Stable, Buffer-free Compositions of Vasoactive Intestinal Peptide (VIP).” The provisional
application describes compositions of vasoactive intestinal peptide, the synthetic form of which is aviptadil, that are both
shelf stable and biologically active when used to treat Covid-19 and other diseases.
There have been previous attempts to create stable forms of aviptadil for pharmaceutical use that include the use of
various additives, such as buffers, mannitol, and sucrose. Those additives routinely compensate for lack of strict chemical
controls in drug formulations. However, NRx was advised in late 2020 that such formulations lead to inactivation of the
peptide and cannot be used in human treatment.
The current invention relies on specific approaches to controlling the chemical environment of VIP, an extremely delicate
peptide, in order to maintain its stability without the use of such additives. The project was led by an industry-veteran
development team that collectively has more than two centuries of drug formulation and development experience.
Source: pharmabiz.com
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4. FLIP sync: Collaboration for inhibitors and cancer treatments
Queen’s University Belfast has entered into a collaboration with Ipsen and
Domainex. The agreement provides an exclusive licence to research, develop,
manufacture and commercialise FLIP inhibitors and cutting-edge treatments for a
variety of cancers.
Professors Daniel Longley, Tim Harrison and colleagues at Queen’s University,
Belfast, have entered into the collaboration and licensing agreement with Ipsen,
while Domainex has supported the FLIP inhibitor programme since its inception.
Source: pharmatimes.com
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TECHNOLOGY /NDDS
1. Clearbridge introduces Philippines FDA approved Labnovation's Covid-19 ART Test
Kit for self-testing
Asia's integrated healthcare company, Clearbridge Health Limited (Clearbridge or the Company and together with its
subsidiaries, the Group), announced that Labnovation Technologies, Inc.'s (Labnovation) Covid-19 Antigen Rapid (ART)
Test Kit, which is imported by Clearbridge and registered for use in the Philippines, has been recently approved by the
Food and Drug Administration (FDA) of the Philippines for self-testing.
The Group is currently the only approved importer of Labnovation's Covid-19 ART Test Kit in the Philippines as the Group
has submitted and obtained the relevant regulatory approval for the ART Test Kit to be imported and used in the country.
Source: pharmabiz.com
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2. Oxford joins consortium to advance quantum drug discovery
The partnership between Oxford University and SEEQC promises to accelerate the use of quantum computing within
pharmaceutical research in order to reduce the development time required for drug production worldwide.
Oxford University has joined a consortium led by the digital quantum computing company, SEEQC, to build and deliver a
full-stack quantum computer for pharmaceutical drug development for Merck KGaA.
The consortium has been awarded a £6.85m grant, by Innovate UK’s Industrial Strategy Challenge Fund (ISCF) to build a
commercially scalable quantum computer designed to tackle prohibitively high costs within pharmaceutical drug
development.
Source: pharmatimes.com
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3. Arch Therapeutics announces positive results from aSABS and peptide technology,
AC5 Advanced Wound System
Arch Therapeutics, Inc., a marketer and developer of novel self-assembling wound care and biosurgical devices,
announced a study of its proprietary adaptive self-assembling barrier scaffold (aSABS) and peptide technology, AC5
Advanced Wound System, demonstrated marked clinical benefit in patients with significant comorbidities and nonhealing
wounds.
The results of the study were published in the January 2022 issue of the peer-reviewed WOUNDS journal. The manuscript
is currently available online here and is expected to be available in physical form later this month.
Source: pharmabiz.com
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4. GSK, Vir file for emergency FDA authorization of intramuscular formulation of
COVID-19 antibody
GlaxoSmithKline and Vir Biotechnology have taken a big step toward authorization
of an intramuscular formulation of their anti-SARS-CoV-2 antibody sotrovimab.
The partners have filed for FDA emergency use authorization of a more convenient
form of one of the few antibodies to hold up against omicron.
Intramuscular delivery is seen as a way to increase use of antibody treatments of
COVID-19, which were shown to be effective at preventing hospitalization and
death—at least in the pre-omicron era—but were used relatively rarely earlier in
the pandemic amid issues including the need for intravenous delivery. Regeneron
received authorization of a subcutaneous formulation over the summer, but
omicron has affected its efficacy.

Source: fiercepharma.com
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