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GLOBAL NEWS
1. How a touch-sensing protein could stop constipation
Now, new Flinders University research using both human gut samples and mice has discovered that a touch-sensing protein
that was a focus of a 2021 Nobel Prize, called Piezo2, is not just in our fingers, but also in our gut, with its presence likely
playing a key role in constipation
Our research identified Piezo2 in cells that line the human digestive tract, allowing them to sense physical stimuli, such
as touch or pressure that would occur when food is present. The cells then respond by releasing serotonin to stimulate
gut contractions and push the food along.
The authors say this could be a potential contributing factor to age-related constipation and provide a possible path to
treatment.
This research provides the building blocks for both further research and the development of highly specific treatments to
reduce the impacts of constipation.
Source: scimex.org
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2. Daily Coffee May Benefit the Heart and Help You Live Longer – Here’s How Much To
Drink
Our data suggest that daily coffee intake shouldn’t be discouraged, but rather included as a part of a healthy diet for
people with and without heart disease,” said Peter M. Kistler, MD, professor and head of arrhythmia research at the Alfred
Hospital and Baker Heart Institute in Melbourne, Australia, and the study’s senior author. “We found coffee drinking had
either a neutral effect—meaning that it did no harm—or was associated with benefits to heart health.”
For the first study, researchers examined data from 382,535 individuals without known heart disease to see whether
coffee drinking played a role in the development of heart disease or stroke during the 10 years of follow up. Researchers
did observe a U-shaped relationship with coffee intake and new heart rhythm problems. The maximum benefit was seen
among people drinking two to three cups of coffee a day with less benefit seen among those drinking more or less.
The second study included 34,279 individuals who had some form of cardiovascular disease at baseline. Coffee intake at
two to three cups a day was associated with lower odds of dying compared with having no coffee. People with AFib who
drank one cup of coffee a day were nearly 20% less likely to die than non-coffee drinkers.
Source: scitechdaily.com
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3. COVID-19 infection linked to higher risk of neuropathy
In a study of more than 1,500 people who were tested for SARS-CoV-2 during the first year of the pandemic, the
researchers found that those who tested positive for the virus were about three times more likely to report pain, numbness
or tingling in their hands and feet as those with negative tests.
The research team surveyed patients who were tested for COVID-19 on the Washington University Medical Campus from
March 16, 2020, through Jan. 12, 2021. Of the 1,556 study participants, 542 had positive COVID-19 tests, and 1,014 tested
negative. Because of those existing health problems, many who tested negative already experienced chronic pain and
neuropathy unrelated to COVID-19, he said.
Because the study was conducted at a single center, Haroutounian said more research will be needed to replicate the
findings. In addition, much of the data was gathered when outpatient clinical research had been halted due to the
pandemic, meaning that study patients were evaluated according to their responses to a survey rather than via in-person
interviews and physical exams.
We also finished our data collection before vaccinations became widespread and before the delta or omicron variants
arrived, and it’s difficult to say what effects those variables may have,” he said. “So we want to follow up with some of
those patients who have lingering nerve symptoms and learn about what is causing their pain so that we can better
diagnose and treat these patients moving forward.”
Source: medicine.wustl.edu
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4. Therapy can support medication treatment for opioid use disorder: Study
To better understand the role of psychosocial and behavioral therapy, the study, published in the Journal of Substance
Abuse Treatment, examined services received by people in the first six months after beginning buprenorphine, a
medication used to treat opioid use disorder
Researchers found that the majority patients initiating buprenorphine medication to treat opioid use disorder had little
to no psychosocial and behavioral therapy, with less than 1 in 5 receiving low-intensity therapy, about twice a month,
and less than 1 in 10 receiving higher-intensity therapy.
The researchers note that patterns of therapy use corresponded to indicators of treatment need, which may signal
appropriate alignment between patient characteristics and current clinical practices. Patients who received psychosocial
and behavioral therapy had higher rates of co-occurring mental health and substance use diagnoses, including cannabis
and stimulant use disorders.
The study was the first to characterize trends in psychosocial and behavioural therapy received alongside buprenorphine
in the treatment of adults with opioid use disorder. (ANI)
Source: theprint.in/science
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PHARMA INDIA
1. Pharma export registers decline of 3.13% in February
Exports of pharmaceuticals from the country registered a decline of 3.13 per cent during February, 2022, to $1.94
billion as compared to $2 billion in the same month of last year. The 11 month period from April 2021 has reported a
marginal growth of 0.16 per cent, as compared to the same period of previous fiscal year.
According to the preliminary data from the ministry of commerce and industry in February, 2022, when India’s
merchandise export grew 22.36 per cent to $33.81 billion over $27.63 billion in the same period of last year, the
commodity group of drugs and pharmaceuticals has registered an exports of $1.94 billion.
This is 5.73 per cent of the total exports during the month of February, 2022, and is the fifth largest commodity group
in terms of exports during the month after engineering goods, petroleum products, gems and jewellery and organic and
inorganic chemicals.
Source: pharmabiz.com
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2. DCGI grants EUA to Novavax’s Covid-19 vaccine for adolescents

The Drugs Controller General of India (DCGI) has granted emergency use authorization (EUA)
to Novavax’s Covid-19 vaccine for use in adolescents aged 12 to 18 years in the country.
Serum Institute of India (SII) is producing and commercialising the protein-based vaccine,
also called NVX-CoV2373, in India under the brand name Covovax.
As per the latest authorisation, the vaccine is intended for active immunisation to prevent
Covid-19 in people of this age group.

Source: pharmaceutical-technology.com
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3. TB Alliance committed to access TB therapy in India
TB Alliance, the global not-for-profit organisation is committed to access TB therapy in India. It sees that the Drugs Control
General of India (DCGI) approved TB drug, pretomanid, for conditional access under the National Tuberculosis Elimination
Programme (NTEP), can play a significant role towards elimination of highly drug-resistant TB in the country.
On the occasion of the World TB Day observed annually on March 24, TB Alliance is joining with partners around the globe
to raise awareness on one of the world’s oldest diseases.
In July 2020, DCGI had approved pretomanid developed specifically for certain drug-resistant forms of the disease for
conditional access under the NTEP, making India the second country globally to provide regulatory approval for this
product.
Source: pharmabiz.com
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4. Sun Pharma to introduce its version of Vortioxetine in India

Sun Pharma today announced that one of its wholly-owned subsidiaries has entered into an
exclusive patent licensing agreement with H Lundbeck A/S to market and distribute its own
version of Vortioxetine in India under the brand name Vortidiftm. The territory of the
licensing agreement will only cover India, the company said in a statement.
Vortioxetine is a novel antidepressant with multimodal activity, which is approved to treat Major Depressive Disorder
(MDD) in adults. The product is approved in over 80 countries, including the US, EU, Canada and Australia, the statement
added.

Source: expresspharma.in
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REGULATORY ROUND-UP
1. NICE to improve diagnosis for foetal alcohol spectrum disorder
Better treatment for conditions experienced by individuals who were exposed to alcohol
before birth
The National Institute for Health and Care Excellence (NICE) have published a
comprehensive quality standard, which sets out how health and care services can improve
the diagnosis, assessment and prevention of foetal alcohol spectrum disorder.
Foetal alcohol spectrum disorders (FASD) are a group of conditions. These include Foetal Alcohol Syndrome, partial FAS,
alcohol-related neurodevelopmental disorder, alcohol-related birth defects and neurobehavioral disorder associated with
prenatal alcohol exposure (ND-PAE). These conditions can occur in individuals who were exposed to alcohol before birth.
Symptoms for FASD can include poor coordination, behavioural problems, small head size, low body weight, an abnormal
appearance, short height, problems with the heart, kidney or bones, poor memory, learning difficulties and sight and
hearing problems.
Source: pharmatimes.com
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2. WHO delays Russia’s Sputnik V vaccine review amid Ukraine crisis
The World Health Organization (WHO) has delayed the analysis of Russia’s Sputnik V
Covid-19 vaccine underway for emergency use amid the Ukraine crisis, Reuters reported.
The news agency quoted WHO assistant-director general for Access to Medicines and
Health Products Dr Mariângela Simão as saying in a press briefing that the inspections
were supposed to be carried out in Russia on 7 March and were postponed for a later
date.
She noted that the crisis in Ukraine had impacted assessments of the vaccine, adding that the health agency was
experiencing various operational issues including snags in flight booking and using credit cards.
After Russia invaded Ukraine, western countries blocked their airspace to Russian aircraft and imposed tough financial
and economic sanctions.
Source: fiercepharma.com
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3. NICE recommends Biomarin’s Vimizim for patients with rare life-limiting metabolic
disorder
The National Institute for Health and Care Excellence (NICE) has published final draft
guidance recommending elosulfase alfa for routine use in the NHS, treating
mucopolysaccharidosis type 4A (MPS 4A) – a rare metabolic condition that primarily affects
the skeleton.
Elosulfase alfa – branded as Vimizin and made by BioMarin – is now the first disease modifying
treatment recommended by NICE for routine NHS use for people with this rare, severely
life-limiting condition.
Helen Knight, acting interim director of medicines evaluation at NICE, said: “The arrangement to give access to elosulfase
alfa while further data was collected on its clinical and cost-effectiveness was the first of its kind to have been attempted
in the NHS in England. Today’s announcement demonstrates the value of this approach, with patient groups, clinicians,
academics, companies, NICE and NHSE all working together to improve the lives of people with rare diseases.
Source: pharmatimes.com
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4. WHO publishes updated position paper on RTS,S/AS01 malaria vaccine
WHO published an updated position paper on the RTS,S/AS01 (RTS,S) malaria vaccine that includes
the October 2021 recommendation calling for the wider use of the vaccine among children living
in areas of moderate-to-high P. falciparum malaria transmission. The paper complements the
recent addition of the recommendation to the WHO Guidelines for malaria.

“The first malaria vaccine is a major step forward for malaria control, child health and health equity. If implemented
broadly, the vaccine could save tens of thousands of lives each year,” said Dr Kate O’Brien, director of the Department
of Immunization, Vaccines and Biologicals. “This guidance is essential to countries as they consider whether and how to
adopt the vaccine as an additional tool to reduce child illness and deaths from malaria,” she added.
WHO recommends the RTS,S/AS01 malaria vaccine be used for the prevention of P. falciparum malaria in children living
in regions with moderate to high transmission as defined by WHO.
Source: pharmabiz.com
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1. Huma and AstraZeneca collaborate to advance digital innovation
Digital-first patient care is a priority as Huma and AstraZeneca join forces to improve
patients' lives.
Huma and AstraZeneca have collaborated to boost innovation for digital health,
advancing digital-first care delivery and research to enable people to live longer, fuller
lives.
The agreement follows prior use cases between Huma and AstraZeneca, reflecting a shared ambition to improve clinical
outcomes through digital health solutions, while also bridging the gap between patients and clinicians.
Under the terms of this partnership, Huma and AstraZeneca will launch ‘Software as Medical Decide’ (SaMD) companion
apps targeted at several therapeutic areas. The companies will also partner to help accelerate the adoption of
decentralised clinical trials.
Source: pharmatimes.com
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2. Sanofi and IGM partner to develop IgM antibody agonists
Sanofi and IGM Biosciences have entered an exclusive global partnership agreement for the creation,
development, production, and commercialisation of immunoglobulin M (IgM) antibody agonists for
oncology, immunology, and inflammation targets.
The alliance will use the IgM antibody technology platform for detecting agonists against three
targets in oncology, and three in immunology/inflammation.

Engineered IgM antibodies are a new class of potential therapies that merge the multi-valency of IgM antibodies with ten
binding sites.
As per the deal, IGM is entitled to get an upfront payment of $150m, and a total of more than $6bn payment on meeting
various development, regulatory, and commercial milestones from Sanofi.
Source: pharmaceutical-technology.com
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3. Google Cloud and Babylon Health collaborate to improve patient care
Collaboration between Babylon Health and tech giant seeks to speed up historically slow patient
access to data
Google Cloud and Babylon Health have established a partnership to build a scalable, compliant
healthcare platform in under a year – with a view to transforming wider patient care.
Babylon’s platform has demonstrated the ability to increase event data ingestion from 1TB per week to 190 TB daily. It
also reduces the time users typically have to wait in order to gain access to data, from six months to a week, while also
integrating over 100 data sources, resulting in access to 80 billion data points.
Source: pharmatimes.com
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4. TSB and Sinopharm partner to market Covid-19 antibody combo in China
TSB Therapeutics, a holding company of Brii Bio, and Sinopharm, have entered a strategic collaboration to progress the
commercialisation of Brii Bio’s long-acting neutralising monoclonal antibody (mAb) treatment, a combination of
amubarvimab and romlusevimab, for Covid-19, in China.
Obtained from convalesced Covid-19 patients, amubarvimab and romlusevimab are two non-competing SARS-CoV-2
monoclonal neutralising antibodies.
The mAbs were developed along with the 3rd People’s Hospital of Shenzhen, and Tsinghua University.
Source: pharmaceutical-technology.com
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DRUGS: APPROVALS AND LAUNCHES
1. Takeda’s Exkivity receives MHRA conditional marketing authorization
Approval of Exkivity could mean NHS access to ground-breaking treatment for patients with
rare lung cancer.
The Medicines and Healthcare products Regulatory Agency (MHRA) has granted a conditional
marketing authorisation to Exkivity (mobocertinib), as a monotherapy treatment for adult
patients with epidermal growth factor receptor (EGFR) locally advanced or metastatic nonsmall cell lung cancer. The patients involved will have received prior platinum-based
chemotherapy.

Source: pharmatimes.com
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2. FDA grants EUA to Pfizer-BioNTech’s Covid-19 additional booster for elderly
The US Food and Drug Administration (FDA) has granted expanded emergency use authorisation
(EUA) for Pfizer and BioNTech’s Covid-19 vaccine to include an additional booster for use in
adults aged 50 years and above.
The second booster vaccine is intended for use in individuals who have previously received the
first booster of any currently authorised Covid-19 vaccine.
The regulatory agency granted authorisation for the use of the second booster dose in immunocompromised individuals
aged 12 years and above, who were inoculated with the first booster vaccine.
Source: pharmabiz.com
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3. Maruho gets Japanese approval for Mitchga to treat Itching associated with atopic
dermatitis
Chugai Pharmaceutical Co., Ltd. announced that Maruho Co., Ltd. obtained regulatory approval from the Ministry of
Health, Labour and Welfare (MHLW) for the anti-IL-31 receptor A humanized monoclonal antibody Mitchga subcutaneous
injection 60 mg syringes [generic name: nemolizumab (genetical recombination)] for the treatment of itching associated
with atopic dermatitis (only when existing treatment is insufficiently effective).
The approval is based on the results from a Japanese phase III clinical study in patients with moderate to severe AD who
are older than 13 years old and are tolerant to existing treatments.
Source: pharmabiz.com
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4. US FDA approves Novo Nordisk’s Ozempic 2 mg to treat type-II diabetes
Novo Nordisk yesterday announced that the US Food and Drug
Administration (FDA) has approved a 2 mg dose of Ozempic
(semaglutide) injection, a once-weekly Glucagon-Like Peptide-1 (GLP1) analog indicated along with diet and exercise to improve blood sugar
in adults with type-II diabetes, and to reduce the risk of major
cardiovascular events such as heart attack, stroke or death in adults
with type-II diabetes and known heart disease, Novo Nordisk informed
via a statement.

Ozempic is not a weight loss drug, but may help people lose some weight. It will be available in three therapeutic doses
(0.5 mg, 1 mg and 2 mg) to help people with type-II diabetes reach their blood sugar (A1C) goal, now including those with
a higher A1C who have been unable to meet their A1C target, the statement said.
Source: expresspharma.in
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Stalicla completes phase 1b trials into precision medicine for autism spectrum
disorder
Swiss clinical stage biotech company, Stalicla, has announced the highly successful completion of phase 1b trials for its
lead drug candidate, STP1.
The aim of this phase 1b, double-blind, placebo-controlled study was to evaluate the safety, tolerability and
pharmacokinetics of a two-week oral treatment with STP1 in a subgroup of patients with autism spectrum disorder (ASD).
In addition to demonstrating good safety and tolerability profiles, and dose-dependent target engagement, STP1
treatment also showed positive signals in clinical markers of neurological and behavioural function, including improved
processing speed and crystallised cognition composite.
Source: pharmatimes.com
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2. Boehringer Ingelheim presents positive data from Effisayil 1 trial of spesolimab
Boehringer Ingelheim announced new data from the pivotal Effisayil 1 trial presented at the 2022 American Academy of
Dermatology (AAD) Annual Meeting in Boston.
The Effisayil 1 trial, recently published in The New England Journal of Medicine, showed significant clearance of skin
pustules in patients with GPP flares within the first week after treatment with a single intravenous dose of spesolimab
versus placebo. This effect was sustained over 12 weeks, according to data presented at AAD, which found that 84.4% of
patients had no visible pustules after the 12-week trial duration and 81.3% had clear/almost clear skin.
Source: pharmabiz.com
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3. Positive results for Cerevance’s Parkinson’s drug
In phase 2 trials, the drug reduced ‘OFF time’ which refers to periods of the day when Parkinson’s symptoms recur despite
medication.
Cerevance has announced positive phase 2 trial results for the company’s first-in-class, once-a-day, orally-adminstered
compound treating Parkinson’s disease.
The company is a private, clinical-stage drug discovery and development company, focused on central nervous system
diseases.
Source: pharmatimes.com
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4. Valneva completes phase 3 trial of single-shot chikungunya vaccine candidate
Valneva SE, a specialty vaccine company, announced the successful completion of the phase 3 pivotal trial of its singleshot chikungunya vaccine candidate, VLA1553. The positive final analysis included six-month follow-up data and confirmed
the topline results reported in August 2021. Valneva now expects to commence the pre-submission process with the US
Food and Drug Administration (FDA) in the second quarter of 2022.
The VLA1553-301 trial, which enrolled 4,115 adults aged 18 years and above across 44 sites in
the U.S., met all primary and secondary endpoints. The final analysis confirmed the very high
level of seroprotection, with 98.9% of participants achieving protective levels of chikungunya
virus (CHIKV) neutralizing antibodies one month after receiving a single vaccination (263 of
266 subjects from the per-protocol subgroup tested for immunogenicity, 95% CI: 96.7-99.8).
The excellent immunogenicity profile was maintained over time, with 96.3% of participants showing protective CHIKV
neutralizing antibody titers six months after receiving a single vaccination (233 of 242 subjects from the per-protocol
subgroup tested for immunogenicity, 95%CI: 93.1-98.3). The reported levels of seroprotection far exceeded the 70%
threshold (for non-acceptance) based on a surrogate of protection agreed with the FDA under the accelerated approval
pathway.
Source: pharmabiz.com
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1. Teva agrees to pay $177m to settle opioid claims in Florida
TevaTeva Pharmaceuticals has signed an agreement with the Attorney General of Florida to
pay $177m to settle opioid-linked claims.
Under the agreement, the company will pay the amount over a course of 15 years.
It will also deliver a life-saving generic medicine, named Narcan (naloxone hydrochloride nasal
spray), an opioid reversal treatment, at a wholesale acquisition price of $84m for over ten
years.

Source: pharmaceutical-technology.com
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2. Sun Pharma, Ranbaxy Inc sign pact with 2 plaintiff groups to settle claims
Sun Pharmaceutical Industries Ltd on Wednesday said it along with its US-based arm Ranbaxy, Inc, has
signed a USD 485 million settlement with two plaintiff groups regarding Ranbaxy generic drug application
antitrust litigation.
The company and its arm have signed a binding term sheet with two plaintiff groups, the Direct
Purchaser and End-Payor Plaintiffs, collectively resolving all of the claims against the company, in the
matter of "In re Ranbaxy Generic Drug Application Antitrust Litigation", Sun Pharma said in a regulatory
filing.
The case has been ongoing in the U.S. District Court for the District of Massachusetts (USA) for several years, it added.
Source: business-standard.com
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3. Ligand signs merger agreement with Avista Public Acquisition
Ligand Pharmaceuticals has entered a definitive merger agreement to combine the business with special purpose
acquisition company (SPAC) Avista Public Acquisition Corp. II (APAC).
Subsequent to the business combination, Ligand will spin off its antibody discovery business, OmniAb, which as a result,
will become a publicly-traded company.
Ligand current president Matt Foehr will become the CEO of the merged company, which will be renamed OmniAb.
Source: pharmaceutical-technology.com
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4. U.S. Judge Tosses Genentech Lawsuit Against Sandoz
A federal judge in Delaware tossed out a lawsuit by Genentech, Inc., a Roche company, accusing Novartis' Sandoz division
of patent infringement. In this case, the patent was related to Genentech’s Esbriet (pirfenidone), which is used to treat
idiopathic pulmonary fibrosis (IPF).
U.S. District Judge Richard Andrews rejected Genentech’s claims that Sandoz, Novartis’s generic drugs division, infringed
on their Esbriet patents. The judge further found that parts of Genentech’s patents for the drug were invalid.
Source: biospace.com
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1. Santen launches new educational eyecare site for patients in UK
A new patient-friendly educational site dedicated to eyecare has launched in the UK, featuring
medically reviewed articles, seasonal blog posts, expert tips from healthcare professionals and
tools to help patients to self-manage their eye health.
The site was developed by leading the specialist ophthalmic pharmaceutical company, Santen.
Kim Levy, digital lead for OcuWellness at Santen UK, commented: “While OcuWellness focuses on dry eye at the moment
– an extremely common condition which our research shows has worsened for many people over the pandemic – this is
just the beginning and we plan to add many other areas of eyecare education over the coming year and beyond.”
Source: pharmatimes.com
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2. Gamma Biosciences and Mirus Bio to Develop Lipid-Polymer Nanocomplexes
Gamma Biosciences has announced an initiative through its subsidiary, Mirus Bio, to develop lipid-polymer nanocomplexes
for improve mRNA delivery solutions.
Gamma Biosciences announced on March 22, 2022 an initiative through its subsidiary Mirus Bio, a specialist in nucleic acid
delivery technology, to develop novel, highly active lipid-polymer nanocomplexes for therapeutic mRNA delivery in vivo.
This initiative will help to develop improved mRNA delivery solutions using Mirus’ proprietary formulations of membrane
active polymers and lipids.
Source: pharmtech.com
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3. NHS to improve cancer treatment using Elekta software
Elekta has announced that the National Health Service Supply Chain (NHSSC) has ordered multiple
licenses for Elekta’s ProKnow software solution.
The software centralises and analyses radiotherapy data in a secure and scalable platform and is
also accessible to NHS England’s radiation oncology facilities throughout the country.
The announcement arrives just weeks after the news that NHS waiting times for cancer care in England were the longest
since records began, with tens of thousands of patients having to wait longer every month than they should to see a
specialist or to start treatment.
Source: pharmatimes.com
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4. Evonik Launches New EUDRATEC Technology to Improve Solubility of Oral Small
Molecules
Evonik has launched new EUDRATEC technology to improve solubility and performance of oral
small molecules.
Evonik has launched a new microparticle technology, EUDRATEC SoluFlow, to improve solubility
of APIs in oral drug products. This emulsion-based technology is used to overcome solubility
issues in oral small molecules.
The technology is able to improve solubility in oral drugs by turning them into a free-flowing powder of the amorphous solid
dispersion (ASD). ASD reduces the complexity of post-processing steps by its ability to be easily compressed into tablets or filled
into capsules.

Source: pharmtech.com
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