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GLOBAL NEWS
1. Scientists Identify Antibodies that can Neutralize Omicron
An international team of scientists have identified antibodies that neutralize omicron and other SARS-CoV-2 variants.
These antibodies target areas of the virus spike protein that remain essentially unchanged as the viruses mutate.
By identifying the targets of these "broadly neutralizing" antibodies on the spike protein, it might be possible to design
vaccines and antibody treatments that will be effective against not only the omicron variant but other variants that may
emerge in the future, said David Veesler, investigator with the Howard Hughes Medical Institute and associate professor
of biochemistry at the University of Washington School of Medicine in Seattle. "This finding tells us that by focusing on
antibodies that target these highly conserved sites on the spike protein, there is a way to overcome the virus' continual
evolution," Veesler said.
Source: worldpharmanews.com
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GLOBAL NEWS
2. Five-drug combination for ultra-high-risk bone marrow cancer identified
A team at The Institute of Cancer Research (ICR), London and the Clinical Trials Research Unit (CTRU) at the University
of Leeds adopted a new high-speed trial methodology.
A combination of five drugs, already available individually in clinics, have been shown to successfully slow the progression
of a highly aggressive myeloma. A major new clinical trial has identified the five-drug cocktail, which along with a stem
cell transplant, allows people with ultra-high-risk multiple myeloma to live longer before their disease progressed, than
those who received the standard of care.
The team at the ICR and the CTRU tested the five-drug combination against the findings of an earlier study to obtain the
results faster for the eventual benefit of patients.
Source: pharmatimes.com
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3. Discovering new drugs with Darwin
Our body must constantly defend itself against bacteria and viruses. It generates millions of different antibodies, which
are selected to recognise the enemy and trigger the best possible immune response. Scientists use these antibodies to for
therapeutic purposes to target proteins and disrupt their harmful. However, identifying the small molecules that will form
the basis of the drug is a long and tedious process.
Chemists at the University of Geneva (UNIGE), Switzerland, have developed a technique inspired by the theory of
Darwinian evolution: amplifying the best combinations and generating diversity allows biology to find solutions to new
problems. They have created a new methodology that rapidly generates millions of combinations of small molecules
through programmed assembly using DNA-pairing processes, finding the best possible combination to counter a target
protein within two weeks. These results, published in the journal Nature Chemistry, will open up a new and untapped
space for drug development.
Source: worldpharmanews.com
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GLOBAL NEWS
4. Scientists discover pathway that allows cancer to bypass oncology treatments
Researchers at City of Hope have identified a pathway that explains how mutated cancer cells can continue to replicate
and become resistant to oncology therapies.
Using whole genome sequencing technology, the scientists discovered a new mechanism for how genetically defective
cells mutate to survive stressful situations, such as drug treatment. Understanding this resistance mechanism moves
researchers one step closer to developing new strategies to prevent cancer development or to delay and overcome
resistance to cancer drugs.
Source: sciencedaily.com
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PHARMA INDIA
1. Pharma export registers decline for third consecutive month
Exports of drugs and pharmaceuticals have registered a decline for the third consecutive month in November, this year,
with a seven per cent decline compared to the same month of last year. Imports continued to register a growth during
the period. The decline is in the backdrop of a once in eight year increase in export during the last year along with impact
of various factors including the manifold increase in freight rates and others.
According to the quick estimates of India’s foreign trade registered for the month of November, 2021, released by the
Ministry of Commerce and Industry, the exports of drugs and pharmaceuticals was $1.83 billion in November, as against
$1.96 billion during the same month of last year, registering a decline of 7.03 %
For the eight months from April to November, 2021, however, the exports have been at $15.866 billion, close to the
$15.868 billion exports registered during the same period of last year.
Source: pharmabiz.com
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PHARMA INDIA
2. Pharma Industry registers growth of 15% in 2021
The Indian pharma industry has shown a double digit growth of around 15% led by growth of Covid-19 products in the last
one year as against a single digit growth of 3% shown last year, according to Indian pharmaceutical market research
company Pharmasofttech AWACS Pvt. Ltd.
“The Indian pharma industry would close the year 2021 with a robust double digit growth between 13% and 15%. The
growth for the month of November 21 has also been around 7%, which is also an encouraging number, highlighted
pharmaceutical market research company Pharmasofttech AWACS Pvt. Ltd.
Source: financialexpress.com
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PHARMA INDIA
3. Covaxin safe for children, says Bharat Biotech
The Bharat Biotech International Limited (BBIL) on Thursday announced
that the BBV152 (Covaxin), its whole-virion inactivated COVID-19
vaccine candidate, has proven to be safe, well-tolerated and
immunogenic in paediatric subjects in phase II/III study.
The Bharat Biotech had conducted phase II/III, open-label and multicentre studies to evaluate the safety, reactogenicity and
immunogenicity of Covaxin in healthy children and adolescents in the 218 age group, it said in a press release.
“Covaxin’s clinical trial data from the paediatric population is very encouraging. Safety of the vaccine is critical for
children and we are glad to share that Covaxin has now proven data for safety and immunogenicity in children. We have
now achieved our goal of developing a safe and efficacious COVID-19 vaccine for adults and children.”
Source: thehindu.com
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4. 2% of drug samples tested by CDSCO in November declared as not of standard
quality
Around two per cent of the total drug, medical devices and cosmetics products samples
tested by the country’s drug regulator across various Central Drugs Laboratories in
November, 2021, turned out to be not of standard. There were no spurious or misbranded
drugs identified during the month, according to an update by the regulator.
The Central Drugs Standard Control Organisation (CDSCO) in the month of November,
tested 1,102 samples, out of which 22 were declared as not of standard quality. The rest
of 1,080 samples were declared as having standard quality as per the requirements of the
regulations.

The list of not of standard samples include particular batches of ringe lactate solution for injection IP, manufactured
by Ives Drugs (India), Madhya Pradesh; glimepride tablets IP 1 mg from Eurokem Laboratories, Tamil Nadu; mineral
supplements tablets from Ethicare Laboratories, Jammu; vitamin B complex tablets from Unicure India Ltd, Uttar
Pradesh; phytomenadione injection IP 10 mg/ml from Bharat Parenterals, Gujarat; multivitamin tablets from Ortin
Laboratories, Telangana; telmopac-AM telmisartan and amlodipine combination tablets from Ammon Pharmaceuticals,
among others.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. NICE publish final guidance recommending Aspaveli in adults with ultra-rare blood
disorder
The drug is additionally undergoing assessment with the Medicines and Healthcare products
Regulatory Agency for a marketing authorisation in the UK.
Sobi UK announced that the National Institute for Care Excellence (NICE) has issued the final
appraisal decision recommending the use of Aspaveli (pegcetacoplan) in adults with paroxysmal
nocturnal haemoglobinuria (PNH) in England and Wales. PNH is a chronic, progressive,
debilitating and life-threatening blood disorder.
The guidance published, following a fast track appraisal by NICE, recommends Aspaveli as an option for treating adults
with PNH who are anaemic after treatment with a C5 inhibitor for at least three months. The guidance follows results
from the head-to-head phase 3 PEGASUS study, which evaluated the efficacy and safety of pegcetacoplan compared to
eculizumab.
Source: pharmatimes.com
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2. NICE recommends monotherapy for adjuvant treatment of stage 3 melanoma
NICE has issued guidance recommending Merck/MSD’s Keytruda (pembrolizumab) for
routine commissioning, for use as a monotherapy for the adjuvant treatment of adults
with stage 3 melanoma with lymph node involvement who have undergone complete
resection.
“More than 16,000 people are diagnosed with Melanoma every year. There have been
huge medical advances in the field of melanoma over the last decade and
immunotherapy treatment has been an integral to this,” shared Susanna Daniels, CEO
of Melanoma Focus. “Fear of recurrence of cancer is also a huge emotional burden for
patients and families and in particular for the growing population of melanoma patients
who are diagnosed at a younger age, with the majority of their life ahead of them (in
the 15 to 44-year-olds age group, melanoma is the second most common cancer in males
and the third most common in females).”

Source: pharmatimes.com
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REGULATORY ROUND-UP
3. SAGE, WHO Support Johnson & Johnson COVID-19 Vaccine Booster
The Strategic Advisory Group of Experts on Immunization (SAGE) for the World Health Organization (WHO) recently
supported using Johnson & Johnson’s COVID-19 vaccine booster shot in adults.
SAGE recommended that the Johnson & Johnson COVID-19 vaccine be used
for homologous boosting, using the vaccine for both primary vaccination
and the booster shot.
On the other hand, the WHO recommended the booster shot six months
after the primary vaccination and favored a flexible approach to
heterologous boosting, using the vaccine as a booster for eligible
individuals aged 18 years and older.
Source: pharmanewsintel.com
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4. CHMP recommend Saphnelo for systematic lupus erythematosus
Saphnelo (anifrolumab), a first-in-class type 1 interferon receptor antibody, has been
recommended for marketing authorisation in the EU. The drug has been recommended
as an add-on therapy for the treatment of adult patients with moderate-to-severe active
autoantibody-positive systemic lupus erythematosus (SLE) alongside standard therapy
AstraZeneca’s Saphnelo has demonstrated efficacy in reducing overall disease activity
in patients with systemic lupus erythematosus. The European Medicine Agency’s
Comittee for Medicinal Products for Human Use (CHMP) based its positive opinion on
results from the Saphnelo clinical development programme, including the TULIP phase
3 trials and the MUSE phase 2 trial.

Source: pharmatimes.com

12

Volume 1 / December 2021

MERGERS /ACQUISITIONS /COLLABORATIONS
1. AstraZeneca and Ionis close agreement to develop and commercialise eplontersen

AstraZeneca has closed a global development and
commercialisation
agreement
with
Ionis
Pharmaceuticals, Inc. (Ionis) for eplontersen,
formerly known as IONIS-TTR-LRX.

The companies will jointly develop and commercialise eplontersen in the US, while AstraZeneca will develop and
commercialise it in the rest of the world, except in Latin America.
Financial considerations: Under the terms of the agreement, the upfront payment from AstraZeneca to Ionis is $200m.
AstraZeneca will make additional conditional payments of up to $485m following regulatory approvals. It will also pay up
to $2.9bn of sales-related milestones based on sales thresholds between $500m and $6bn, plus royalties in the range of
low double-digit to mid-twenties percentage depending on the region. The collaboration includes territory-specific
development, commercial and medical affairs cost-sharing provisions.
Source: worldpharmanews.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
2. CanSino taps Aerogen for development, commercial supply of inhaled COVID-19
vaccine hopeful

After months of collaborative work in the lab, China's CanSino Biologics and Irish drug
delivery specialist Aerogen are taking their inhaled COVID-19 vaccine pact to the next
stage.

CanSino and Aerogen are teaming up to develop and market an inhaled version of
CanSino's recombinant COVID-19 shot Convidecia, which is already approved in China as
a one-and-done injectable. Because aerosol delivery requires a "considerably smaller
volume of vaccine," the partners' inhaled prospect could help stretch capacity and enable
more patients to access the inoculation, the companies said.

Source: fiercepharma.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
3. Hutchmed announces agreement with NHSA for adding oncology drugs Elunate

Hutchmed (China) Limited (Hutchmed) has announced that following the 2021 negotiations
with the China National Healthcare Security Administration (NHSA) on January 1, 2022, the
updated National Reimbursement Drug List (NRDL) will continue to include Elunate
(fruquintinib) and will now include Sulanda (surufatinib) also.

Christian Hogg, CEO of Hutchmed, said, “We welcome the addition of Sulanda into the NRDL, along with the renewal of
Elunate. The NRDL has made it possible for novel therapies to gain wide reach across the country for diseases with large
patient populations.”
Elunate was first included in the NRDL on January 1, 2020, for the treatment of metastatic colorectal cancer (CRC). CRC
was the third most diagnosed form of cancer by incidence in China in 2020, with an estimated 450,000 to 550,000 new
cases each year.
Sulanda was approved in China for the treatment of advanced non-pancreatic neuroendocrine tumors (“NETs”) in
December 2020 and for advanced pancreatic NETs in June 2021. In China, there were an estimated 71,300 newly diagnosed
NET patients in 2020, with potentially up to 300,000 patients living with the disease.
Source: pharmabiz.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
4. Pfizer to Acquire Arena to Boost Chronic Disease Management

Pfizer recently entered into a $6.7 billion proposed pharma
acquisition deal with Arena Pharmaceuticals to develop
therapies for chronic disease management.

Arena Pharmaceutical’s portfolio includes diverse development-stage therapeutic candidates in gastroenterology,
dermatology, and cardiology, including oral, selective sphingosine 1-phosphate (S1P) receptor modulator, etrasimod.
Etrasimod is currently in development for various immuno-inflammatory diseases, such as gastrointestinal and
dermatological diseases.
“The proposed acquisition of Arena complements our capabilities and expertise in Inflammation and Immunology,” Mike
Gladstone, global president & general manager of Pfizer inflammation and immunology, said in the announcement.
Source: pharmanewsintel.com
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DRUGS: APPROVALS AND LAUNCHES
1. FDA authorizes first oral antiviral for treatment of COVID-19
The U.S. Food and Drug Administration issued an emergency use authorization (EUA) for Pfizer's Paxlovid (nirmatrelvir
tablets and ritonavir tablets, co-packaged for oral use) for the treatment of mild-to-moderate coronavirus disease
(COVID-19) in adults and pediatric patients (12 years of age and older weighing at least 40 kilograms or about 88
pounds) with positive results of direct SARS-CoV-2 testing, and who are at high risk for progression to severe COVID-19,
including hospitalization or death.

Paxlovid is available by prescription only and should be initiated as soon as possible
after diagnosis of COVID-19 and within five days of symptom onset.

Source: worldpharmanews.com
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DRUGS: APPROVALS AND LAUNCHES
2. FDA Approves Two Pediatric Indications For J&J’s Xarelto
FDA recently approved two pediatric indications for Johnson & Johnson’s direct oral
anticoagulant (DOAC), Xarelto.
The agency approved the drug to treat venous thromboembolism (VTE) and to reduce the
risk of recurrent VTE in patients from birth to less than 18 years of age after at least five
days of initial anticoagulant treatment.
Additionally, Xarelto is approved for thromboprophylaxis in children two years of age and older with congenital heart
disease who have undergone the Fontan procedure.
Source: pharmaceutical-business-review.com
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DRUGS: APPROVALS AND LAUNCHES
3. European Commission approves Pfizer’s atopic dermatitis treatment
The European Commission has approved the 100mg and 200mg doses of Cibinqo
(abrocitinib), an oral, once-daily, Janus kinase 1 (JAK1) inhibitor, for the
treatment of moderate-to-severe atopic dermatitis in adults who are candidates
for systemic therapy.
A 50mg dose has also been approved to treat moderate-to-severe atopic
dermatisis, specifically in patients with moderate and severe renal impairment
(kidney failure), or certain patients receiving treatment with inhibitors of
cytochrome P450 (CYP) 2C19.

Source: pharmatimes.com
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DRUGS: APPROVALS AND LAUNCHES
4. FDA Approves Pfizer’s Drug to Treat Adult Patients With AS
FDA recently approved Pfizer’s Xeljanz (tofacitinib) to treat adults with active ankylosing spondylitis (AS).
The agency approved the drug specifically for individuals who have had an inadequate response or intolerance to one or
more tumor necrosis factor (TNF) blockers. Tofacitinib is the first and only oral JAK inhibitor approved in the US for five
indications.
“We are proud to offer Xeljanz, a treatment option for ankylosing spondylitis that
does not require an injection or an infusion, to treat this debilitating and chronic
immuno-inflammatory disease,” Mike Gladstone, global president of inflammation &
immunology at Pfizer, said in the announcement.

Source: pharmanewsintel.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Cannabis use could cause harmful drug interactions
Using cannabis alongside other drugs may come with a significant risk of harmful drug-drug interactions, new research
by scientists at Washington State University suggests.
The researchers looked at cannabinoids - a group of substances found in the cannabis plant - and their major metabolites
found in cannabis users’ blood and found that they interfere with two families of enzymes that help metabolize a wide
range of drugs prescribed for a variety of conditions. As a result, either the drugs' positive effects might decrease or
their negative effects might increase with too much building up in the body, causing unintended side effects such as
toxicity or accidental overdose.
While more research needs to be done, the authors said one early takeaway from these studies is that it’s important to
be careful when using cannabis with other prescription drugs.
Source: worldpharmanews.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. Pfizer, Sangamo announce updated phase 1/2 Alta study results
Pfizer Inc. and Sangamo Therapeutics, Inc., a genomic medicines company,
announced updated follow-up data from the phase 1/2 Alta study of giroctocogene
fitelparvovec, an investigational gene therapy for patients with moderately severe
to severe hemophilia A.
The Alta study data, in patients with severe hemophilia A, are being presented at the
63rd American Society for Hematology Annual Meeting and Exposition taking place
from December 11-14 virtually and in Atlanta, GA.
At 104 weeks, the five patients in the highest dose 3e13 vg/kg cohort had mean factor VIII (FVIII) activity of 25.4% via
chromogenic clotting assay. In this cohort, mean annualized bleeding rate (ABR) was 0.0 in the first year post-infusion
and was 1.4 throughout the total duration of follow-up as of the October 1, 2021 cutoff date. All bleeding events occurred
after week 69 post-infusion. Two patients experienced bleeding events necessitating treatment with exogenous FVIII. No
participants in the highest dose cohort have resumed prophylaxis.
“These latest results further suggest the potential of this investigational therapy to bring transformational benefit to
eligible patients living with severe hemophilia A, if confirmed in ongoing clinical trials,” said Seng H. Cheng, senior vice
president and chief scientific officer, Pfizer Rare Disease.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. MOHAP of UAE approves RDIF’s one-shot Sputnik Light vaccine as universal booster
shot

The Russian Direct Investment Fund (RDIF, Russia’s sovereign wealth fund) announced
the Russian single-component Sputnik Light vaccine against coronavirus has been
approved by the Ministry of Health and Prevention (MOHAP) of UAE as a universal
booster shot for all the vaccines against coronavirus that are used in the country.
Booster dose is available to all residents aged 18+ and can be applied six months after
the second dose of any other vaccine administered in UAE.
Sputnik Light vaccine is based on human adenovirus serotype 26which is the first component of the Sputnik V vaccine.
The one-shot vaccine was authorized in UAE in October 2021.
In January 2021 UAE’s regulatory authorities also authorized the two-dose Sputnik V. Both Sputnik Light and Sputnik V
vaccines have been approved by MOHAP under the emergency use authorization procedure.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
4. Cancer clinical trial recruitment drops by 60% during pandemic
In a new report from The Institute of Cancer Research (ICR), data from
cancer trials alongside assessments from clinicians and patients aims to
provide guidance on how to improve services
The number of cancer patients entering clinical trials has fallen drastically
during the pandemic, creating a barrier in accessing treatment options,
and delaying the development of innovative drugs and technologies,
according to Hospital Pharmacy Europe.

Source: pharmatimes.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. Bristol Myers Squibb, Amgen and Pfizer approach steepest patent cliffs among large
drug makers
Biopharma companies are constantly combating patent expirations. But three large
drugmakers in particular will be the most negatively impacted from expected
exclusivity losses by 2030.
Among 19 large U.S. and European biopharma companies, Bristol Myers Squibb, Amgen and Pfizer will face two major
issues. All three companies will have a large portion of their 2025 revenues exposed to generic or biosimilar competition,
and they will also see those revenues erode quickly, an SVB Leerink team led by analyst Geoffrey Porges said in a Monday
note to clients.
BMS, Amgen and Pfizer will likely see copycats eat away 47%, 29% and 28% of their respective anticipated 2025 total
revenues by 2030, Porges said. By contrast, Vertex, Sanofi and Novo Nordisk are expected to have the smallest erosion of
4%, 1% and 2% in growth, respectively.
Source: fiercepharma.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
2. Seelos Therapeutics gets Japenese patent covering composition of matter for SLS007 in Parkinson's disease
Seelos Therapeutics, Inc., a clinical-stage biopharmaceutical company focused on
the development of therapies for CNS disorders and rare diseases, announced that
it has received an issued patent from the Japanese patent office (Japanese patent
number 6968839, titled: Structure-Based Peptide Inhibitors Of Alpha-Synuclein
Aggregation), covering the composition of matter for SLS-007, a potentially
disease-modifying gene therapy focused on intracellular alpha-synuclein (asynuclein) aggregation in Parkinson's disease (PD).
Seelos is currently conducting in vivo pre-clinical studies delivering SLS-007 via an adeno-associated virus (AAV) that is
designed to target the non-amyloid component core (NACore) of a-synuclein to inhibit abnormal aggregation and
accumulation of the a-synuclein protein in the brains of patients with Parkinson's disease (PD). The preclinical studies are
designed to establish the in vivo pharmacokinetic and pharmacodynamic profiles and target engagement parameters of
SLS-007.
Source: pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
3. Teva suffers trial loss in New York's landmark opioid case
After AbbVie and Johnson & Johnson inked settlements with New York to resolve
their portion of the state's opioid nuisance lawsuit, Teva stood as the lone
manufacturer involved in the closing portion of the trial. Now, a jury has found Teva
liable.
A jury in Suffolk County State Supreme Court found the company contributed to New
York's opioid epidemic. Next, the court will hold another trial to determine how
much Teva should pay.
“Teva Pharmaceuticals USA and others misled the American people about the true dangers of opioids, which is why, in
2019, I made a promise that our team would hold them and the other manufacturers and distributors responsible for the
opioid epidemic accountable for the suffering that they have caused," New York Attorney General Letitia James said in a
Thursday statement.
Source: fiercepharma.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
4. CHMP recommend approval for Roche’s COVID-19 therapy
Roche have announced the Committee for Medicinal Products for Human Use
(CHMP) has recommended extending the marketing authorisation for Roche’s
COVID-19 therapy, Actemra/RoActemra (tocilizumab), to include the treatment
of COVID-19 in adults who are receiving systemic corticosteroids and require
supplemental oxygen or mechanical ventilation.
The CHMP began an accelerated analysis of the therapy in August 2021,
reviewing data from four clinical trials and enrolling over 5,500 severe or critical
COVID-19 patients. The clinical trial data revealed that Actemra/RoActemra
lowered mortality risk in adults with severe or critical disease
Source: pharmatimes.com
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TECHNOLOGY /NDDS
1. Turkish biotech bags $12M for targeted delivery of cancer drugs
Turkey’s biotech scene has a new star: RS Research. The startup has reeled in $12 million in series A cash to fund
development of candidates based on a targeted delivery system for chemotherapeutic agents.
RS Research is built on Sagitta, a platform designed to get high doses of cytotoxic molecules to tumors without causing
the side effects and dose-limiting toxicities associated with conventional administration of the drugs. If RS Research is
right, the polymer-drug conjugates will remain linked to their carriers until they are delivered into cancer cells under the
guidance of a targeting component.
The concept, a spin on the more established antibody-drug conjugate modality, has attracted support from investors. RS
Research’s series A round was led by Turkish pharmaceutical company GEN Ilaç with assists from OneLife Ventures and
Eczacıbaşı Momentum.
Source: fiercepharma.com
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TECHNOLOGY /NDDS
2. FDA Approves Imaging Drug to Identify Ovarian Cancer
FDA recently approved imaging drug Cytalux to assist surgeons in identifying ovarian cancer lesions.
Cytalux is approved for use in adult patients with ovarian cancer to help identify cancerous lesions during surgery. Overall,
the drug improves the ability to locate additional ovarian cancerous tissue that is generally difficult to detect.
Healthcare providers administer Cytalux in the form of an intravenous injection prior to surgery.
“FDA’s approval of Cytalux can help enhance the ability of surgeons to identify deadly ovarian tumors that may otherwise
go undetected,” Alex Gorovets, MD, deputy director of the Office of Specialty Medicine in the FDA’s Center for Drug
Evaluation and Research, said in the announcement.
Source: pharmanewsintel.com
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TECHNOLOGY /NDDS
3. BARDA backs IDRI to develop nasal RNA vaccine against flu
The Infectious Disease Research Institute (IDRI) has secured U.S. government support for its nasal RNA vaccine project.
The Biomedical Advanced Research and Development Authority (BARDA) is putting up the money, positioning the nonprofit
IDRI to use a nanostructured lipid carrier delivery system to deliver self-amplifying RNA via the nose.
As the current pandemic is showing, the cold chain storage requirements of RNA vaccines and the use of needles for
administration are barriers to vaccination campaigns around the world. IDRI wants to solve both problems with a nasal
formulation that is better suited to supply chains in low- and middle-income countries than current RNA vaccines and
alleviates the fears of needle-hesitant individuals.
Source: fiercepharma.com
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TECHNOLOGY /NDDS
4. Deal tees up delivery of oncolytic viruses to brain using robots
Bionaut Labs and Candel Therapeutics have teamed up for a fantastic voyage. The
newly minted partners plan to use Bionaut’s remote-controlled robots to deliver
novel oncolytic viral immunotherapies to brain tumors.
Los Angeles-based Bionaut broke cover earlier this year, emerging from stealth
with $20 million to work on microscale robots capable of getting therapeutic
payloads to targeted areas of the brain. The idea is to use magnetic fields to guide
the robots, which resemble miniature screws, through the body and to sites in the
brain to enable the local delivery of biologics, small molecules or other payloads.
Candel sees potential to apply the technology to oncolytic viral immunotherapies
to treat brain cancers. The Massachusetts-based biotech is already working to treat
brain cancers with the adenovirus-based therapy CAN-2409, but the investigational
treatment requires the drug to be given during neurosurgery.

Source: fiercepharma.com
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WHAT’S NEW AT LAMBDA
1. Successful completion of EMA inspection
Lambda has successfully completed an important EMA inspection for two PK studies in oncology in metastatic breast
cancer and ovarian cancer patients by DKMA (Danish Medicine Agency, Denmark) and INFARMED (National Authority of
Medicine and Health Product, Portugal) and also USFDA inspectors participate in the same inspection since they were
invited by EMA authorities as observed.
Inspection was conducted in two phases of which the 1 st phase (28 to 30 June 2021) was a virtual inspection; wherein our
IT system were meticulously reviewed and the 2nd phase (18 to 29 October 2021) comprised of a physical onsite inspection
of our clinical sites and bio analytical facilities.
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