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GLOBAL NEWS
1. Antibiotic Prescriptions for Kids Plummeted During the Pandemic
Overall prescription medications for children dropped during the first eight months of the pandemic, but antibiotic
prescriptions plummeted.
The July study, which was published in the journal Pediatrics, analyzed national prescription drug dispensing data from
92% of pharmacies in the U.S. for children up to 19 years. They compared data from April to December in both 2020 and
2019.
Doctors say factors like fewer infections likely led to the decrease in antibiotic prescriptions.
Experts say this shows that antibiotic over prescription is still a problem that needs to be addressed.
Source: verywellhealth.com
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2. Novel approach for developing new antibiotics
Researchers at Children's Hospital of Philadelphia (CHOP) have developed a novel method for producing new antibiotics
to combat resistant bacteria. Through an approach that would target bacteria with an antibiotic that is masked by a
prodrug, which the bacteria would themselves remove, the researchers identified a method that would allow for
development of new, effective antibiotics that could overcome issues of resistance. The findings were published today
in eLife.

Antimicrobial resistance poses a serious threat to public health, with some estimates suggesting that antimicrobialresistant infections will cause as many as 10 million deaths per year by 2050.

Source: sciencedaily.com
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3. Researcher's work with flies could be birth control boon
There are about 61 million women of reproductive age in the US, and about 43 million of them are sexually active but
don't want a pregnancy right now, according to the Guttmacher Institute. And while there are a dozen or so different
methods of birth control available, most have undesirable side effects for some of the women who try them. Despite the
need, pharmaceutical companies are not investing in new birth control research.
Sun and his colleagues have shown that compounds that stop fruit flies from ovulation (the process of releasing a viable
egg) also prevent mice from doing so. And if a drug stops ovulation in both flies and mice, it's likely to work in humans,
too. And that could make it much easier to screen potential birth control drugs quickly and effectively.

Source: sciencedaily.com

3

Volume 1 / August 2021

GLOBAL NEWS
4. Artificial intelligence could be new blueprint for precision drug discovery
Researchers at University of California San Diego School of Medicine describe a new approach that uses machine learning
to hunt for disease targets and then predicts whether a drug is likely to receive FDA approval.
The study findings could measurably change how researchers sift through big data to find meaningful information with
significant benefit to patients, the pharmaceutical industry and the nation's health care systems.
In the new study, Ghosh and colleagues replaced the first and last steps in preclinical drug discovery with two novel
approaches developed within the UC San Diego Institute for Network Medicine (iNetMed), which unites several research
disciplines to develop new solutions to advance life sciences and technology and enhance human health.

Source: worldpharmanews.com
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1. ICMR and University of Oxford to conduct India-UK RECOVERY trial of baricitinib for
Covid-19
The Indian Council of Medical Research (ICMR) along
with University of Oxford is proposing to conduct a
multi-centre, adaptive platform trial in Covid-19
patients, titled ‘India-UK RECOVERY (Randomised
Evaluation
of
Covid-19
Therapy)
trial.
The intervention arm of the trial will include
baricitinib. The control arm will receive local standard
of care. The trial will be initiated only after obtaining
requisite
regulatory
and
ethics
approvals.
The expression of intent is sought from institutions/hospitals with the facilities and capacity available to participate in
the clinical trial, which will enroll participants admitted in their hospitals.
The main outcomes will be death, discharge, need for ventilation and need for renal replacement therapy. For the main
analyses, follow-up will be censored at 28 days after randomisation. Additional information on longer term outcomes may
be collected through review of medical records or linkage to medical databases where available.
Source: pharmabiz.com
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2. Fake mucormycosis drugs seized after FDCA raids in Ahmedabad and Surat
The Food and Drug Control Administration (FDCA) of Gujarat Wednesday seized a stash of fake mucormycosis drugs that
cost Rs 50.16 lakh after multiple raids in Ahmedabad and Surat.
The FDCA has initiated an inquiry after Cuvicon brand of fake Posaconazole tablets and oral suspension concoctions used
to treat mucormycosis were seized.
The agency has also written to the Drug Controller General of India (DCGI) to take up an investigation at a national level
as the alleged fake drugs are in circulation across the country.
Source: indianexpress.com
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3. CDSCO directs API manufacturers to file online applications for issuance of WC
certificate on new SUGAM portal
The Central Drugs Standard Control Organisation (CDSCO) has directed active pharmaceutical
ingredient (API) manufacturers to file online applications for issuance of written confirmation
certificate (WCC) on the new SUGAM module.
For exporting APIs to European Union (EU) countries, a written confirmation certificate is
must.
The certificate was made mandatory by the EU in 2013 which confirms the compliance of
good manufacturing practice (GMP) as per EU standards.
No physical application for issuance of WCC will be accepted from July 24, 2021 in this regard, he informed. The EU
mandated the written confirmation certificate to prevent falsified medicinal products from entering the EU from other
countries.
Source: pharmabiz.com
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4. Indira IVF achieves 85000 successful IVF pregnancies ahead of World IVF Day a first
in India
India’s largest infertility treatments chain, Indira IVF, has completed 85,000 successful IVF pregnancies, becoming the
first in India to achieve the key milestone. Driven by the grit of its medical experts, embryologists, and technological
proficiency, the single specialty chainannounces this achievement ahead of World IVF Day,observed on July 25 each year.
A cognisant leader, Indira IVF, has worked tirelessly to dispel the stigma associated with infertility. The organisation has
held over 2100awareness campsin more than 700 cities to normalise discussions on the topic. In India, the onus for the
inability to conceive is disproportionately placed on women while research as shown that infertility can be traced to both
female and male partners; many even resort to unscientific methods to have a child.

Source: pressnote.in
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1. FDA Releases Cyclospora Prevention, Response and Research Action Plan
The U.S. Food and Drug Administration released the Cyclospora Prevention, Response and
Research Action Plan. Modeled after our Leafy Greens Shiga toxin-producing E. coli (STEC)
Action Plan, the plan focuses on improving prevention, enhancing response activities and filling
knowledge gaps in order to help prevent Cyclospora contamination of foods and to help prepare
for responding to future outbreaks.
Cyclosporiasis is a foodborne intestinal illness caused by Cyclospora cayetanensis. The most common symptoms of
cyclosporiasis are diarrhea, weight loss, nausea and fatigue. Cyclospora is historically associated with imported produce
or travel outside the U.S.; however, we have also detected Cyclospora in domestically produced foods in recent years.
Source: fda.gov
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2. WHO releases first guidelines on hepatitis C virus self-testing
New guidelines from WHO strongly recommend offering self-testing for hepatitis C virus (HCV) as
an additional approach to HCV testing services. WHO releases the new guidelines – its first on HCV
self-testing – during the International AIDS Society Conference 2021.
The new guidelines highlight key considerations for policy-makers, national programmes, providers
and implementers of HCV testing services.
These considerations for HCV self-testing include designing appropriate and context-specific messages, service delivery
models and support tools through engagement with communities; setting up efficient pathways for people who self-test
to obtain confirmatory testing and treatment or prevention services; training providers; creating a supportive and enabling
policy environment; and using quality-assured products.
Source: who.int
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3. CDSCO to regulate cosmetic products like skin patches
The Central Drugs Standard Control Organisation (CDSCO) may take steps to regulate the products like skin patches which
are being used as cosmetics. The drug regulator has called for public comments from all the stakeholders on the subject
in a month’s time.
A notification issued by the Drugs Controller General (India) Dr V G Somani, on July 26, stated that a concern has been
expressed at various forum that without having registration certificate or license from CDSCO for skin patches products,
customs have released the consignment of skin patches products on the basis of undertaking submitted by the importers.
The importers have stated that skin patches products and stickers do not require registration or license with CDSCO.
The drug regulator requested all the stakeholders to submit their comments on the subject matter through email within
30 days from the date of the notification. Any comments received after the timeline will not be taken into consideration,
added the official.
Source: pharmabiz.com
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4. FDA Warns Firm with Over 15 Million Products Listed with FDA to Remove
Unauthorized E-Cigarette Products from Market
Today, the FDA issued a warning letter to a company with over 15 million tobacco products listed with the FDA, including
many flavored e-liquids, for illegally marketing electronic nicotine delivery system (ENDS) products without authorization.
This action demonstrates the agency’s ongoing commitment toward ensuring that marketed tobacco products are in
compliance with the law to better protect youth and the public health.
The warning letter is the result of continued surveillance and internet monitoring for violations of tobacco laws and
regulations. The FDA wants all tobacco product manufacturers and retailers to know that we continue to watch the
marketplace very closely and will hold companies accountable for breaking the law.
The FDA will continue to prioritize enforcement against companies that market ENDS without the required authorization
and that haven’t submitted a premarket application to the agency – especially those products with a likelihood of youth
use or initiation.

Source: fda.gov
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Cellares and Poseida Therapeutics Partner to Accelerate Cell Therapy
Manufacturing
Second industry partner to enter a strategic relationship with Cellares for advancement of a closed, automated, and
scalable cell therapy manufacturing system
Poseida Therapeutics to provide insight into autologous and allogeneic CAR-T workflows, as well as emerging programs
that include TCR-T, genetically modified NK cells, and other cell therapy manufacturing workflows

Source: prnewswire.com
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2. Tvasta Manufacturing Solutions collaborates with Saint-Gobain to develop 3Dprinted Doffing units
Deep tech start-up Tvasta Manufacturing Solutions, founded by IIT Madras Alumni, has collaborated with Saint-Gobain to
develop a 3D-printed Doffing – a procedure of effective and safe removal and proper disposal of PPE - unit to protect
India’s healthcare workers in the frontlines against Covid-19. Two Doffing Units have already been launched with a third
one under construction.

One unit was deployed at a Government Hospital in Kancheepuram, and the second at Omandurar Medical College and
Hospital, Chennai. The foundation stone for the third was laid at the Government Medical College and Hospital,
Thiruvalluvar, said a company release.

Source: thehindubusinessline.com
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3. AstraZeneca and Regeneron to research, develop and commercialise new small
molecule medicines for obesity
AstraZeneca has entered into a collaboration with Regeneron to research, develop and
commercialise small molecule compounds directed against the GPR75 target with the
potential to treat obesity and related co-morbidities.
The companies will evenly split research and development costs and share equally in any
future potential profits.
As published in Science, the new target was found by sequencing nearly 650,000 people and identifying individuals with
rare protective mutations. Individuals with at least one inactive copy of the GPR75 gene had lower body mass index (BMI)
and, on average, tended to weigh about 12 pounds less and faced a 54% lower risk of obesity than those without the
mutation.
Source: worldpharmanews.com
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4. AZ scores final clearance for Alexion acquisition in the UK
AstraZeneca (AZ) is expecting its acquisition of Alexion Pharmaceuticals to close on 21 July after receiving final
clearance from the UK Competition and Markets Authority (CMA).

The UK approval of the merger comes just a week after AZ scored clearance of the proposed acquisition from the
European Commission (EC).
AZ initially revealed its plan to acquire Alexion for approximately $39bn last year, in a bid to establish a specialist rare
disease pipeline in the process.

Alexion’s portfolio of rare disease meds includes Soliris (eculizumab), a first-in-class anti-complement component 5 (C5)
monoclonal antibody and Ultomiris (ravulizumab), a second-generation C5 monoclonal antibody.

Source: pharmatimes.com
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1. Bristol Mayer gets European approval for Opdivo plus Yervoy to treat mismatch
repair deficient
Bristol Myers Squibb announced that the European Commission (EC) has approved Opdivo (nivolumab) plus Yervoy
(ipilimumab) for the treatment of adult patients with mismatch repair deficient (dMMR) or microsatellite instability-high
(MSI-H) metastatic colorectal cancer (mCRC) after prior fluoropyrimidine-based combination chemotherapy.
The EC’s decision is based on results from the phase 2 CheckMate -142 trial in which Opdivo plus Yervoy demonstrated a
clinically meaningful improvement in objective response rate (ORR) in patients with MSI-H/dMMR mCRC who received
prior treatment with fluoropyridine, oxaliplatin and irinotecan. The safety profile for Opdivo plus Yervoy was consistent
with previous studies of the combination in other tumor types.
The combination of Opdivo plus Yervoy is the first approved dual immunotherapy treatment option for any GI tumor in
the European Union (EU). This combination is also approved in the EU for non-small cell lung cancer and renal cell
carcinoma. The Marketing Authorization approves use of Opdivo plus Yervoy in all EU member states, as well as Norway,
Iceland and Liechtenstein.
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2. FDA approves Rylaze for acute lymphoblastic leukemia,lymphoblastic lymphom
The FDA approved asparaginase erwinia chrysanthemi (recombinant)-rywn as a component of a chemotherapy regimen to
treat certain adults or children with acute lymphoblastic leukemia or lymphoblastic lymphoma.
The approval applies to use of the agent by patients aged 1 month or older who are allergic to E. coli-derived asparaginase
products, which are commonly used in treatment. The other FDA-approved drug indicated for patients with similar allergic
reactions has been in shortage for years, according to the FDA.
Source: healio.com
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3. Bharat Biotech to receive EUL from WHO for Covaxin
Bharat Biotech, a global leader in vaccine development and innovation, stated that it expects to receive emergency user
listing (EUL) from World Health Organisation for Covaxin at the earliest.

"All documents required for emergency user listing of Covaxin have been submitted to WHO as of July 9. The review
process has commenced with the expectation that we will receive EUL from WHO at the earliest," stated Dr Krishna
Ella,chairman and managing director, Bharat Biotech International Ltd.

The efficacy analysis demonstrates Covaxin to be 93.4% effective against severe symptomatic Covid-19.

Earlier, the company announced safety and efficacy analysis data from phase III clinical trials of Covaxin, a whole virion
inactivated vaccine against SARS-CoV2, was developed in partnership with ICMR and NIV Pune.

Source: pharmabiz.com

19

Volume 1 / August 2021

DRUGS: APPROVALS AND LAUNCHES
4. FDA approves first interchangeable biosimilar insulin product for treatment of
diabetes
The U.S. Food and Drug Administration approved the first interchangeable biosimilar insulin product, indicated to improve
glycemic control in adults and pediatric patients with Type 1 diabetes mellitus and in adults with Type 2 diabetes mellitus.
Semglee (insulin glargine-yfgn) is both biosimilar to, and interchangeable with (can be substituted for), its reference
product Lantus (insulin glargine), a long-acting insulin analog. Semglee (insulin glargine-yfgn) is the first interchangeable
biosimilar product approved in the U.S. for the treatment of diabetes.
Approval of these insulin products can provide patients with additional safe, high-quality and potentially cost-effective
options for treating diabetes.
Source: worldpharmanews.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Roche announces positive results from phase IIIb STASEY study of Hemlibra to treat
people with haemophilia A
Roche announced results from the final analysis of the phase IIIb STASEY study, which confirm the favourable safety profile
of Hemlibra (emicizumab), consistent with the phase III HAVEN clinical programme. In the analysis, no new safety signals
were identified with longer-term Hemlibra treatment in adults and adolescents with haemophilia A with inhibitors to
factor VIII, the clotting protein that is missing or defective in people with haemophilia A.
Nearly one in three people with haemophilia A develop factor VIII inhibitors, antibodies that bind to and block the efficacy
of replacement factor VIII. People with haemophilia A with inhibitors are at greater risk of more frequent bleeding,
including life-threatening bleeds, and may face greater challenges in their day-to-day lives than people with haemophilia
A who do not have inhibitors. Hemlibra has been approved in more than 100 countries worldwide for the treatment of
people with haemophilia A with factor VIII inhibitors
Source: pharmabiz.com
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2. Moderna and Pfizer-BioNTech vaccines prime T cells to fight SARS-CoV-2 variant
Researchers at La Jolla Institute for Immunology (LJI) have found that T cells from people who have recovered from
COVID-19 or received the Moderna or Pfizer-BioNTech vaccines are still able to recognize several concerning SARS-CoV-2
variants.
Their new study, published online on July 1, 2021 in Cell Reports Medicine, shows that both CD4+ "helper" T cells and
CD8+ "killer" T cells can still recognize mutated forms of the virus. This reactivity is key to the body's complex immune
response to the virus, which allows the body to kill infected cells and stop severe infections.
"This study suggests that the impact of mutations found in the variants of concern is limited," says LJI Professor Alessandro
Sette, Dr.Bio.Sci., study senior author and member of the LJI Center for Infectious Disease and Vaccine Research. "We
can presume that T cells would still be available as a line of defense against viral infection."
Source: europeanpharmaceuticalreview.com
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3. New findings from the ODYSSEY trial confirm superiority of dolutegravir-based ART
in young children
WHO welcomes new findings presented today at International Pediatric HIV Workshop on the superiority of dolutegravir
(DTG)-based regimens in young children.
Children living with HIV continue to be left behind by the global AIDS response. In 2020, only 54% of the 1.7 million
children living with HIV received antiretroviral therapy compared to 74% among adults living with HIV. Among the focus
countries, only 40% of children living with HIV (or 74% of children receiving antiretroviral therapy) achieved viral
suppression in 2020.
The ODYSSEY trial, a multi-country randomised trial sponsored by Penta, has previously demonstrated superior treatment
efficacy for DTG plus two nucleoside analogues versus standard-of-care (SOC) in 707 children ≥14kg (median age 12 years)
starting first- or second-line ART. An additional cohort of 85 children <14kg, enrolled from Uganda, Zimbabwe and South
Africa, completed 96 weeks follow-up on 28 June 2021.
Source: who.int
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4. Thinking impaired in 60% of COVID-19 survivors
In a sample of over 400 older adults in Argentina who had recovered from COVID-19, more than 60% displayed some
degree of cognitive impairment, a researcher from The University of Texas Health Science Center at San Antonio
reported July 29 at the Alzheimer’s Association International Conference.

It is not known whether the impairment, such as forgetfulness and language difficulty, will be progressive, said Gabriel
de Erausquin, MD, PhD, a neurologist with the health science center’s Glenn Biggs Institute for Alzheimer’s and
Neurodegenerative Diseases. The individuals in the study are over 60 years of age and have been assessed once so far.
They will be followed for the next three to five years, Dr. de Erausquin said.

The study is being conducted by Dr. de Erausquin and collaborators from the Alzheimer’s Association-led global
Cognitive Neuropsychiatric Sequelae of SARS-CoV-2 (CNS SC2) consortium.

Source: worldpharmanews.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. Mind Cure files provisional patent applications for ibogaine synthesizing process in
U.S.
Mind Cure Health announces the filing of provisional patent applications with the USPTO for innovative processes for
synthesizing ibogaine.
The Company has filed patent applications for two chemical synthesis routes, both of which successfully produced
ibogaine.
The identified routes may provide advantages of improved isomeric purity, increased chiral purity, and more easily
isolated intermediate compounds.
If successful, MINDCURE's fully synthetic production routes could increase access to a medicinal supply and provide the
potential to manufacture as a drug, if approved.
Source: seekingalpha.com
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2. AstraZeneca gets UK’s Competition and Markets Authority clearance for proposed
acquisition of Alexion Pharma
The UK Competition and Markets Authority have cleared AstraZeneca’s proposed acquisition of Alexion Pharmaceuticals,
Inc. (Alexion). As a result, the acquisition is expected to close on 21 July 2021.
Following closing, the new AstraZeneca shares issued to Alexion shareholders will be admitted to listing on the premium
listing segment of the official list of the UK Financial Conduct Authority (FCA) and to the secondary listing on Nasdaq
Stockholm. In addition, the new AstraZeneca American Depositary Shares (ADSs) will be admitted on the Nasdaq Stock
Market. Trading on the London Stock Exchange’s main market for listed securities, Nasdaq Stockholm and the Nasdaq
Stock Market, is expected to commence on 22 July 2021.
In addition, the Alexion shares will be de-listed from the Nasdaq Stock Market. They will be deregistered under the
Exchange Act as soon as practicable following completion of the acquisition.

Source: pharmabiz.com
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3. China NMPA approves Sinovac’s Sabin strain based inactivated polio vaccine
Sinovac Biotech Ltd., a leading provider of biopharmaceutical products in China, announced it received a drug registration
approval from the National Medical Product Administration of China (NMPA) for its Sabin strain based inactivated polio
vaccine (Vero cells) (sIPV) on July 12, 2021. The vaccine is expected to be available on the market by the end of 2021.
The primary immunization requires 3 doses at least one month apart, beginning at 2 months of age. A booster shot will
be given at 18 month of age. According to the results of phase III clinical trial, no serious or rare adverse events were
observed in relation to vaccinations, which indicates the good safety profile of Sinovac's sIPV vaccine.
Inactivated polio vaccine (IPV) contains no live virus and, thus, carries no risk of emergence from vaccine-derived
poliovirus (VDPV) or vaccine-associated paralytic polio (VAPP).
Source: pharmabiz.com
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4. Brazil suspends Bharat Biotech's Covaxin clinical trials
Brazil has suspended the clinical studies of Bharat Biotech's COVID-19 vaccine, Covaxin
following termination of the company's agreement with its partner there, the South
American Country's health regulator said.
Bharat Biotech on Friday, July 23, 2021 announced cancellation of the MoU it signed with
Precisa Medicamentos and Envixia Pharmaceuticals LL.C for its COVID-19 vaccine Covaxin
for the Brazilian market.
The termination of the pact comes after the deal with the Brazilian government for supply of 20 million doses of the
vaccine landed in controversy and attracted investigation by authorities in that country.
Source: thehindu.com
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TECHNOLOGY /NDDS
1. ASSAR calls for global innovation and technology solutions to test Covid under 1
minute
Advance Services for Social and Administrative Reforms (ASSAR) opens applications for global technology and healthcare
companies to provide technology, products & Services (TPS) for instant Covid-19 testing that will give reliable results
within 60 seconds.
The testing tech as a commercial pilot will be starting with critically high value international airports of the country at
Delhi and Mumbai. It aims to target the two international disembarkation that have the highest risk of importing mutated
variants of Covid virus in India. Prototype pilot will then extend to 12 other test venues in coordination with the state
governments in the same phase of pilot to make domestic & inland air-travel safe passage for transportation ahead of
predicted wave and possibility of further lockdowns.

Source: pharmabiz.com
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TECHNOLOGY /NDDS
2. New approach will help identify drugs that can 'glue' proteins together
A new screening method that can test the effectiveness of therapeutic molecules designed to 'glue' proteins together in
the body has been developed by researchers at the University of Birmingham and the University of Leicester.
The research paves the way for drug developers to screen large numbers of potential new drug compounds to discover
new treatments for diseases such as breast cancer and Parkinson's disease.
The ways in which proteins interact with each other are fundamental to all cell functions. These interactions underpin
every function of a healthy body, with any slight change in these interactions resulting in disease.
Source: sciencedaily.com
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3. Drug dissolved net-like structures in airways of severely ill COVID-19 patients
When researchers at Lund University in Sweden performed advanced analyses of sputum from the airways of severely ill
Covid-19 patients, they found high levels of neutrophil extracellular traps (NETs). It is already a known fact that NETs can
contribute to sputum thickness, severe sepsis-like inflammation and thrombosis.
After being treated with an already existing drug, the NETs were dissolved and patients improved. The study has now
been published in Molecular & Cellular Proteomics.

Source: sciencedaily.com
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4. New relevant target for PARP inhibitor talazoparib
Drugs that target specific proteins have greatly improved patient outcomes across a broad range of tumor types; however,
patients often develop drug resistance and tumor recurrence.
There is a great unmet need to identify new targets that could be used for drug development. In a new study published
in Cell Chemical Biology, Moffitt Cancer Center researchers report their identification of a new target for the PARP
inhibitor drug talazoparib and show that combination treatment with talazoparib and the WEE1 inhibitor adavosertib
results in enhanced anti-cancer effects.

Source: sciencedaily.com
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