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GLOBAL NEWS
1. More than 85 million COVID vaccines administered across the UK

A total of 85,196,986 doses of a COVID-19 vaccine have been administered in the UK according to the latest figures,
with 46,851,145 people receiving a first dose (88.6%) and 38,345,841 people receiving both doses (72.5%).
Data from Public Health England (PHE) shows COVID-19 vaccines are highly effective against hospitalisation from the
Delta (B.1.617.2) variant. The analysis shows the Pfizer/BioNTech vaccine is 96% effective and the Oxford-AstraZeneca
vaccine is 92% effective against hospitalisation after two doses.
Data from PHE and Cambridge University demonstrates that around 60,000 deaths, 22 million infections and 52,600
hospitalisations have been prevented by vaccines up to 23 July.
Source: pharmatimes.com

1

Volume 1 / September 2021

GLOBAL NEWS
2. Researchers identify brain ion channel as new approach to treating depression
A team of researchers from the National University of Singapore (NUS)
has come up with a new solution to boost the surveillance of designer
drug abuse. Led by Professor Eric Chan from the NUS Department of
Pharmacy, the team has identified three new urinary biomarkers that
could be used to detect consumption of ADB-BUTINACA, an emerging
synthetic cannabinoid which is a type of new psychoactive substance
(NPS). The innovative approach used to identify the biomarkers can be
applied to other existing and new synthetic cannabinoids.
The study, which was carried out in collaboration with the Analytical
Toxicology Laboratory of Singapore's Health Sciences Authority, was first
published in the journal Clinical Chemistry on 13 August 2021.

Source: sciencedaily.com
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GLOBAL NEWS
3. Researchers find potential drug against COVID-19
The study, published in the journal ACS Infectious Disease, indicates that the compound, part of a class of molecules
called salicylanilides, was designed in the laboratory by a team of researchers, including Kim Janda from Scripps
Research.
“It has been known for 10 or 15 years that salicylanilides work against certain viruses. However, they tend to be gutrestricted and can have toxicity issues,” Janda said.
The compound overcomes both issues, in mouse and cell-based tests, acting as both an antiviral and an antiinflammatory drug-like compound, with properties that auger well for its use in pill form.
The modified salicylanilide compound that Janda created was one of about 60 that he built years ago for another
project.
When the SARS-CoV-2 virus became a global pandemic in early 2020, knowing that they may have anti-viral properties,
he started screening his old collection, first in cells and later in rodent studies.
Source: expresspharma.in
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GLOBAL NEWS
4. Coffee protects against liver cancer while alcohol is linked with numerous cancer

The study looked at data from 860 reviews (meta-analyses) of published studies, which explored the association
between food and nutrient intake and the risk of either developing or dying from 11 different cancers. According to
NHS Digital(2), 65% of men and 50% of women in the UK had drunk alcohol in the last week. When alcohol is
metabolized, it breaks down into chemicals which can bind to DNA, resulting in mutations which could become
cancerous. Alcohol can also increase the levels of the hormones linked to the development of some types of breast
cancer.
Coffee is one of the most commonly consumed beverages at a global level and it is thought that the beneficial effects of
coffee consumption might be due to the antioxidant and anti-inflammatory properties that may protect against diseases
triggered by inflammation like cancer.
Source: worldpharmanews.com
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PHARMA INDIA
1. Zydus’ Covid-19 vaccine will be available from first week of October

The Central government is expecting the supply of Covid-19 vaccine ZyCoV-D from
Zydus Cadila from the first week of October, said Rajesh Bhushan, secretary to the
ministry of health and family welfare. He said that the decision on whether the
children with co-morbidity would be administered Covid-19 vaccine in priority has
not yet been decided.

Speaking to reporters in Delhi today, he said, “What we have understood from media reports as well as our own
engagement with the vaccine manufacturing company, they would be in a position to make the vaccine available from
the first week of October.”

“We are in talks with them and the moment we crystallise the terms and conditions of procurement we will share it
with you,” he added while responding to a query on the timeline for the availability of the vaccine

Source: pharmabiz.com
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PHARMA INDIA
2. NPPA fixes retail prices for six formulations

The National Pharmaceutical Pricing Authority (NPPA) has fixed the retail
prices for six formulations under the Drugs (Prices Control) Order, 2013,
based on the decision of the authority meeting held on 29th July, 2021.

In its recent order, the authority said that it has fixed the retail prices for Budesonide Respule by Softdeal
Pharmaceutical, Paracetamol plus Caffeine tablet by Micro Labs, two strengths of Metoprolol Succinate (extended
release) plus Clinidipine plus Telmisartan tablet by Pure & Cure Healthcare and Alembic Pharmceuticals, Atorvastatin
plus Ezetimibe tablet by Safetab Life Sciences and Lupin, and Cefixime plus Potassium Clavulanate tablet by Zeneka
Healthcare and Cadila Pharmaceuticals.
Source: expresspharma.in
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3. CDSCO extends deadline till September 25 to submit details of 19 FDCs
The Central Drugs Standard Control Organisation (CDSCO) has extended the deadline till
September 25, 2021 for the stakeholders to submit details of the 19 fixed dose combinations
(FDCs) permitted before 1988 for manufacture and sale in the country without due approval
from the Central Licensing Authority.

The regulator on July 26, has said that an expert committee examining the permission of
licenses for these FDCs, has sought the stakeholders to submit information on these
combinations in prescribed format, as part of its proceedings.
CDSCO then requested all the concerned stakeholders to submit the information in the prescribed format along with
relevant supporting documents in hard copy as well as soft copy the office latest by August 25, 2021 till 5 pm.

Source: pharmabiz.com
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4. DCGI approves three FDCs containing cefixime and cefadroxil as rational
The Drugs Controller General (India) has allowed three fixed dose combinations (FDCs) as rational with certain
conditions.
These FDCs are cefixime+cloxacillin; cefaxime+cloxacillin+lactobacillus; and cefadroxil+ clavulanic acid.
As regard to FDC of cefixime+cloxacillin and cefixime+cloxacillin+lactobacillus, these can be considered as rational if
cloxacillin is in sustained release form in twice daily doses schedule and the indication of the FDC should be restricted
to skin and soft tissue infections.
Regarding cefadroxil+clavulanic acid, firms should prove the efficacy of the combination by
conducting in-vitriol study in good laboratory practice complied laboratory for all the
approved indications with respect to the infections caused by susceptible microorganisms
including S. Aureus. The study should compare cefadroxil alone and in FDC. Accordingly the
study protocol should be submitted for approval within three months of the notification.
For the FDC cefixime+cloxacillin, it has requested the SLAs to direct manufacturers to submit
the protocol for conducting in-vitro study to prove the efficacy of this combination to the
CDSCO for approval. For the other two FDCs, the SLAs were requested to direct all the
manufacturers to manufacture and market these FDCs for the indication as directed by the
CDSCO.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. CDSCO classifies over 400 medical devices in various segments under Medical
Devices Rule, 2017
The Central Drugs Standard Control Organisation (CDSCO) has announced classification of over 400 medical devices in
various therapeutic segments, as part of its efforts to bring in the medical devices under the prescribed rules in the
country.
The medical devices pertaining to dental, paediatrics, neonatology, urology and obstetrical and gynaecological
treatment have been classified under the provisions of Medical Devices Rules 2017, through different notifications on
August 23, 2021.
This includes 107 devices for obstetrical and gynaecological treatments, including abdominal decompression chamber,
cardiotocograph, cervical anaesthesia kit, flexible video laparoscope, foetal stethoscope, among others.
Eighty eight medical devices in the urology segment, including bare-metal urethral stent (short term), ultrasonic cysts
meter probe, drip wearable urinal, female wearable urinal (reusable), flexible video cystonephroscope, pyeloscope
and urethral patency kit were also classified under A, B and C categories under the Medical Devices Rules, based on
the risk associated with them.
Source: Pharmabiz.com
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2. CDSCO advises cosmetics importers to submit self-attestation and undertaking to
get registration for time being
The stakeholders in the cosmetics industry can submit applications for import and registration for their products by
submitting self -attested documents and an undertaking that they will submit the documents as per the requirement
after normalisation of the situation in the light of Covid-10 or within four months of issuance of Registration certificate,
said the central drug regulator.
it has been decided that the applicant may submit applications for import registration as per the provisions of Drugs and
Cosmetics Act, 1940 and Cosmetics Rules, 2020 made there under along with such documents which are self-attested
and an undertaking that they will submit the notarised/apostles documents with legal signatures after obtaining the
same from the concerned authority after normalisation of the situation in light of Covid-19 or within four months of
issuance of Registration Certificate, whichever is earlier,” said the notice.

Source: Pharmabiz.com
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3. UCB’s bimekizumab issued NICE recommendation for severe plaque psoriasis
The National Institute for Health and Care Excellence (NICE) has issued a
Final Appraisal Determination (FAD), recommending UCB’s bimekizumab as
an option for the treatment of adults with severe plaque psoriasis.
This recommendation is the first to follow NICE’s new Expedited Low Risk
Fast Track Appraisal (FTA) process, a pathway developed in response to the
COVID-19 pandemic to minimise delaying access to new innovative
medicines.

NICE noted from the company network meta-analysis that bimekizumab was more effective than three comparator
treatments (brodalumab, risankizumab and ixekizumab) in PASI 90 and 100 response (a way to measure severity and
extent of psoriasis).
Source: pharmatimes.com
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REGULATORY ROUND-UP
4. FDA Denies Marketing Applications for About 55,000 Flavored E-Cigarette

the U.S. Food and Drug Administration issued the first marketing denial orders
(MDOs) for electronic nicotine delivery system (ENDS) products after
determining the applications for about 55,000 flavored ENDS products from
three applicants lacked sufficient evidence that they have a benefit to adult
smokers sufficient to overcome the public health threat posed by the welldocumented, alarming levels of youth use of such products. The products from
JD Nova Group LLC, Great American Vapes, and Vapor Salon subject to this
action are non-tobacco-flavored ENDS and they include flavors such as Apple
Crumble, Dr. Cola and Cinnamon Toast Cereal.

Source: fda.gov
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Telix Pharma enters pan-cancer clinical collaboration with Merck
Telix Pharmaceuticals Limited announced that it has entered into a
pan-cancer clinical collaboration with Merck KGaA, Darmstadt,
Germany, to conduct combination studies with one of Merck KGaA,
Darmstadt, Germany’s investigational proprietary DNA Damage
Response Inhibitor (DDRi) molecules in combination with each of
Telix’s TLX591 (177Lu-rosopatamab) and TLX250 (177Lu-girentuximab)
molecularly targeted radiation (MTR) therapeutic programmes. This
clinical collaboration builds on the success of a strategic research
collaboration agreement between Telix and Merck KGaA, Darmstadt,
Germany announced in August 2019.
TLX591 and TLX250 are late-stage products in development for prostate
and renal cancer therapy, respectively. Under the terms of the
collaboration, and based on encouraging pre-clinical data derived from
the initial strategic research collaboration, the two parties have agreed
to investigate the synergy of these investigational assets with Merck
KGaA, Darmstadt, Germany’s DDRi compound across a wide variety of
oncology indications in the clinic.

Source: Pharmabiz.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
2. Novavax inks deal to supply Europe with up to 200M COVID-19 vaccines
The European Commission said it approved a deal to purchase 200 million doses of the
Maryland-based biotech's protein-based vaccine, which has yet to gain approval in the
U.S. or Europe.
The contract calls for Novavax to provide 100 million vaccine doses, with an option for
another 100 million by the end of 2023. The company said it is working to complete the
rolling submission to the European Medicines Agency in the third quarter of this year.
A preliminary agreement on the deal was reached in December, but Novavax delayed its completion because of
difficulty securing raw materials to produce the shot. In April, Novavax CEO Stanley Erck told The Observer that a
shortage of 2,000-liter bags was a threat to the global supply of vaccines. Around that time, the company altered its
projection to be able to supply 150 million vaccine doses per month by the end of June.

Source: fiercepharma.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
3. Uniza Group ties up with USA Companies for launching innovative products for
Indian markets
Uniza Group, an Ahmedabad based young Pharma company
celebrating its first year of operations has entered into an exclusive
tie-up with Lysulin Inc - innovator company from USA to launch
(https://lysulin.com) Lysulin - a breakthrough evidence based
nutritional product for Indian Market.

Lysulin is patented in the USA for the prevention of protein glycation
using Lysine supplements and as a method of diabetes support using a
supplement.
Uniza is a pharmaceutical venture of Pashupati Group. Company has
set up a Modern, state-of-the-art facility complying with WHO-GMP
and PIC/S guidelines at Kadi near Ahmedabad, Gujarat.
Source: business-standard.com

15

Volume 1 / September 2021

MERGERS /ACQUISITIONS /COLLABORATIONS
4. Sanofi boosts its mRNA capabilities with Translate Bio acquisition
French pharma company Sanofi has entered into a definitive agreement to acquire
Translate Bio, gaining mRNA technology to use across its vaccines and therapeutics
development.
Under the terms of the agreement, Sanofi will acquire Translate Bio for approximately
$3.2bn, or $38.00 per share in cash. While the deal is still subject to customary closing
conditions, the Sanofi and Translate Bio boards of directors have unanimously approved the
transaction.
Translate Bio’s chief executive officer Ronald Renaud and the mRNA therapeutics company’s largest shareholder The
Baupost Group have also signed binding commitments in support of the tender offer.
Source: pharmatimes.com
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DRUGS: APPROVALS AND LAUNCHES
1. Cara, Vifor receive FDA nod for pruritus treatment
Vifor Pharma and Cara Therapeutics’ Korsuva injection has been approved by the US Food and Drug Administration (FDA)
for the treatment of moderate-to-severe pruritus associated with chronic kidney disease (CKD-aP) in haemodialysis
patients.
The jab, which is a kappa opioid receptor (KOR) agonist that targets the body’s peripheral nervous system, was granted
a priority review in March 2021. Korsuva will be commercialised globally by Vifor Pharma.
The new drug application (NDA) filing was supported by positive data from two pivotal phase-III trials KALM-1,
conducted in the US and the global KALM-2, as well as supportive data from an additional 32 clinical studies.

Source: pharmatimes.com
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2. EU approval for Rinvoq to treat atopic dermatitis
The European Commission (EC) has approved Abbvie’s JAK inhibitor Rinvoq
(upadacitinib) for the treatment of moderate to severe atopic dermatitis in
adults and adolescents 12 years and older who are candidates for systemic
therapy.
The EC approval is supported by data from a large Phase III trial investigating
Rinvoq monotherapy or with topical corticosteroids in 2,500 adults and
adolescents. Rinvoq met all primary and secondary endpoints, demonstrating
'rapid and significant' improvement in skin clearance and itch reduction
compared to placebo.

Source: pharmatimes.com
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DRUGS: APPROVALS AND LAUNCHES
3. FDA Approves New Treatment for Pompe Disease
The U.S. Food and Drug Administration approved Nexviazyme (avalglucosidase alfa-ngpt)
for intravenous infusion to treat patients 1 year of age and older with late-onset Pompe
disease.
Patients with Pompe disease have an enzyme deficiency that leads to the accumulation of
a complex sugar, called glycogen, in skeletal and heart muscles, which cause muscle
weakness and premature death from respiratory or heart failure.
Nexviazyme, an enzyme replacement therapy, is an intravenous medication that helps reduce glycogen accumulation.
The effectiveness of Nexviazyme for the treatment of Pompe disease was demonstrated in a study of 100 patients who
were randomized to take Nexviazyme or another FDA-approved enzyme replacement therapy for Pompe disease.
Treatment with Nexviazyme improved lung function similar to the improvement seen with the other therapy.

Source: fda.gov
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DRUGS: APPROVALS AND LAUNCHES
4. MHRA approves Epidyolex® for TSC seizure treatment

GW Pharmaceuticals, now part of Jazz Pharmaceuticals, has announced that the UK’s
Medicine and Healthcare products Regulatory Agency (MHRA) has approved a new
indication for Epidyolex® (cannabidiol); as an adjunctive treatment of seizures associated
with tuberous sclerosis complex (TSC) for patients aged two years and older.

Epidyolex, the first prescription, plant-derived cannabis-based medicine approved by the US Food and Drug
Administration (FDA) for use in the US and the European Commission (EC) for use in the European Union (EU), is an oral
solution which contains highly purified cannabidiol (CBD).
MHRA’s approval, made through the EC Decision Reliance Procedure (ECDRP), was based on data from a positive Phase
III safety and efficacy study evaluating 25mg/kg/day of GW’s cannabidiol.
Source: europeanpharmaceuticalreview.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Pfizer and BioNTech submit phase I data to US FDA to support booster dose of
Covid-19 vaccine

Pfizer and BioNTech announced that they have submitted phase 1 data to the
US Food and Drug Administration (FDA) to support the evaluation of a third, or
booster, dose of the companies’ Covid-19 vaccine (BNT162b2) for future
licensure. These data also will be submitted to the European Medicines Agency
(EMA) and other regulatory authorities in the coming weeks.

Vaccination is our most effective means of preventing Covid-19 infection –
especially severe disease and hospitalization – and its profound impact on
protecting lives is indisputable. Still, with the continuing threat of the Delta
variant and possible emergence of other variants in the future, we must
remain vigilant against this highly contagious virus,” said Albert Bourla,
chairman and chief executive officer, Pfizer. “The data we’ve seen to date
suggest a third dose of our vaccine elicits antibody levels that significantly
exceed those seen after the two-dose primary schedule. We are pleased to
submit these data to the FDA as we continue working together to address the
evolving challenges of this pandemic.”

Source: Pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. Positive Phase III results for Valneva’s chikungunya vaccine

Valneva’s single-shot chikungunya vaccine candidate, VLA1553, has seen
positive topline results from its Phase III pivotal trial. VLA1553 was recently
awarded breakthrough designation status by the Food and Drug Administration
(FDA).

The trial, involving 4,115 adults, aged 18 years and above, across 44 sites in the US, met its primary endpoint of
inducing protective CHIKV neutralising antibody titers in 98.5% of participants 28 days after receiving a single dose.
The seroprotection rate result of 98.5% exceeded the 70% threshold (for non-acceptance) agreed with the FDA, to serve
as a surrogate of protection that can be utilised in a potential FDA submission of VLA1553 under the accelerated
approval pathway.
Source: pharmatimes.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. NIH study shows no significant benefit of convalescent plasma for COVID-19
The final results of the Clinical Trial of COVID-19 Convalescent Plasma in Outpatients (C3PO) demonstrate that COVID-19
convalescent plasma did not prevent disease progression in a high-risk group of outpatients with COVID-19, when
administered within the first week of their symptoms.
The trial was stopped in February 2021 due to lack of efficacy based on a planned interim analysis. The formal
conclusions from the trial, which was funded primarily by the National Heart, Lung, and Blood Institute (NHLBI), part of
the National Institutes of Health, and by the Biomedical Advanced Research and Development Authority (BARDA), part
of the Office of the Assistant Secretary for Preparedness and Response at the U.S. Department of Health and Human
Services, appear in the current online issue of The New England Journal of Medicine.
Source: nih.gov
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
4. Enhertu improves progression-free survival in breast cancer trial
Positive topline results from a Phase III trial for Daiichi Sankyo and AstraZeneca’s breast cancer drug Enhertu have
shown that the HER2-directed antibody drug conjugate (ADC) ADC demonstrated superiority over trastuzumab
emtansine (T-DM1).
The Independent Data Monitoring Committee (IDMC) concluded that DESTINY-Breast03 trial met the primary endpoint of
progression-free survival (PFS), showing a highly statistically significant and clinically meaningful improvement in PFS
for patients with HER2 positive unresectable and/or metastatic breast cancer previously treated with trastuzumab and a
taxane.
Enhertu also showed a 'strong trend' toward improved overall survival (OS) compared to T-DM1 in a key secondary
endpoint, although the OS data are still immature.
Source: pharmatimes.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. Stealth BioTherapeutics receives US patent covering elamipretide for Barth
syndrome
Stealth BioTherapeutics Corp, a clinical-stage biotechnology company, announced
that the United States Patent and Trademark Office (USPTO) has issued patents
for Stealth's lead product candidate, elamipretide, in the US covering the
treatment of Barth syndrome and Barth syndrome-related cardiomyopathy until
February 2034.
US Patent Numbers 11,083,771 and 11,083,772, were granted on August 10, 2021, and include claims for the
administration of elamipretide for treating Barth syndrome and Barth syndrome-related cardiomyopathy, respectively.
"This expansion of the breadth and depth of our intellectual property portfolio further demonstrates our commitment to
developing elamipretide for the treatment of Barth syndrome," said chief executive officer Reenie McCarthy. "We look
forward to working with the FDA as it evaluates our August NDA submission. We are also excited about the potential of
elamipretide to address unmet needs for patients living with other rare metabolic cardiomyopathies."
Source: pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
2. Bristol-Myers Squibb gets interim relief in patent litigation against Micro LabsEurope

In its continuing battle against Indian generic
pharmaceutical firms from launching generic versions of its
apixaban molecule, used in treatment of thromboembolic
diseases, Bristol-Myers Squibb Ireland Unlimited (BMS) has
received a favourable injunction order from a Single Bench
against Micro Labs. BMS sells apixaban under the brand
name Eliquis.

Prior to this, six interim-injunctions were granted by the Court on the alleged infringement of the same patent, against
Emcure Pharmaceuticals, Torrent Pharmaceuticals, Cipla Ltd, Alkem Laboratories Ltd, Indoco Remedies Ltd and BDR
Pharmaceuticals. Besides, a Court has also issued directions to Natco Pharma Ltd to maintain status quo ante in the
same patent matter. Appeals by these Indian companies against the interim-injunctions are expected to be heard by a
Division Bench at the end of this month.
BMS, in its petition alleged that while it has received interim injunction against six firms on the patent, Micro Labs filed
a revocation petition with the Court against the Patent No. 247381, and the latter has admitted its intention to launch
the generic apixaban in June 2021. Further, it alleged that Micro Labs has already listed the apixaban product in 2.5 mg
and 3 mg tablet strengths under the probable brand name Apivas on various third party websites and has also applied
for registration of the trade mark Apivas before the Indian Trade Mark Registry.
Source: Pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
3. Hearing on anti-dumping investigation on key raw material used in antiretroviral
drugs
The oral hearing on the anti-dumping investigation related to the imports of the key raw material used in antiretroviral
drugs like valaliclovir and amikacin, is scheduled to be held on August 20, 2021. The Directorate General of Trade
Remedies (DGTR) has initiated the investigation through a notification on February 25, 2021.
The investigation on the alleged anti-dumping of “N, N’-dicyclohexyl carbodiimide (DCC) originating in or exported from
China, was initiated with an application filed by Clean Science and Technology Pvt Ltd. The company filed the
application citing preliminary reason of material retardation, in accordance with the Customs Tariff Act, 1975 and other
relevant Rules. It has alleged material injury to the domestic industry due to dumped imports of the material, and has
requested imposition of the anti-dumping duty on its imports.
DCC is mainly used in amikacin, glutathione dehydrates as well as in synthesis of acid anhydride, aldehyde, ketone and
isocyanate, and in synthesis of peptides, esters, ethers, nitriles etc. It is widely used in medical, health, make-up and
biological products.
The oral hearing will be held through digital video conferencing and any registered interested party who wishes to join
the DVC should provide the details well in advance of the hearing date, added the DGTR notification.
Source: Pharmabiz.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
4. Immunovia, Inc. Receives Final Approval to Begin Patient Testing with the IMMray®
PanCan-d Test
Immunovia, Inc., the American subsidiary of Immunovia AB, announced that it has received final approval to begin
patient testing for the IMMray® PanCan-d test – the first blood test on the market dedicated to the early detection of
pancreatic cancer. This approval was received from the Massachusetts Department of Public Health on August 3, 2021.
Immunovia, Inc. received its CLIA Certificate of Registration on June 21, 2021
“The early diagnosis of pancreatic cancer is key to improving patient outcomes and survival rates. We’re encouraged by
the results presented by Immunovia’s IMMray® PanCan-d blood test and the company’s progress toward an early
detection strategy for this disease,” said Julie Fleshman, President and CEO of the Pancreatic Cancer Action Network
(PanCAN).
Source: businesswire.com

28

Volume 1 / September 2021

TECHNOLOGY /NDDS
1. BMS advances AI-designed drug candidate into development
Bristol Myers Squibb (BMS) is to in-license an immune-modulating drug candidate created by artificial intelligence(AI)driven pharmatech Exscientia.
Exscientia currently has two active collaborations with BMS, which together focus on multiple therapeutic areas,
including oncology and immunology.
It’s the first candidate in a multi-target collaboration between Exscientia and BMS to reach this milestone, and follows
on from the drug discovery agreement with a potential value of up to $1.2bn that the companies signed in May.
Source: pharmatimes.com
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2. Drug delivery capsule could replace injections for protein drugs

In recent years, scientists have developed monoclonal antibodies -- proteins that mimic the body's own immune
defenses -- that can combat a variety of diseases, including some cancers and autoimmune disorders such as Crohn's
disease. While these drugs work well, one drawback to them is that they have to be injected.
In a study appearing today in Nature Biotechnology, the researchers demonstrated that their capsules could be used to
deliver not only monoclonal antibodies but also other large protein drugs such as insulin, in pigs.
Traverso and Ulrik Rahbek, vice president at Novo Nordisk, are the senior authors of the paper. Former MIT graduate
student Alex Abramson and Novo Nordisk scientists Morten Revsgaard Frederiksen and Andreas Vegge are the lead
authors.

Source: sciencedaily.com
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3. FDA shares advice on bioequivalence studies for different dosage forms
The FDA has updated its draft guidance on bioequivalence studies with fresh advice for developers of drugs in a range of
dosage forms. Publication of the updated draft comes almost eight years after the FDA released the first version of the
document for consultation.
FDA’s updated draft features new, brief sections on orally disintegrating tablets, sublingual tablets and transdermal
delivery, dosage forms that are only mentioned in passing, if at all, in the 2013 text. The section on transdermal
delivery occupies the most space, with the FDA using the update to recommend the use of in vivo single-dose, twotreatment, two-period crossover studies with pharmacokinetic endpoints to show the bioequivalence of transdermal
delivery systems.

Source: fiercepharma.com
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4. Magnetic pills deliver insulin to refill implanted reservoir
It is now more than 40 years since the first diabetic received an implantable insulin pump. Yet, the concept never took
off, with Medtronic pulling the plug on R&D back in 2007. Now, a group of Italian researchers is trying to revitalize the
approach with an implant refilled using magnetic capsules.
Infusing insulin into the peritoneal cavity could be more effective than subcutaneous administration. Recipients of the
implants that were in development at Medtronic needed to visit a healthcare provider four times a year to get their
devices refilled through syringes. Writing in Science Robotics, researchers have proposed an alternative way of getting
insulin into pumps.
The system consists of an implantable reservoir that infuses insulin into the body cavity and is refilled using magnetic pills. In
patients with the implant, insulin-loaded pills travel through the digestive system until they reach the small intestine. Then, the
implant magnetically attracts the pill and forms a hole in its side to enable insulin to enter the reservoir.

Source: fiercepharma.com
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