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  GLOBAL NEWS 

1. COVID-19 Mortality Dropped as Drug Therapies Emerged                                        

A new study suggests that drug therapies for COVID-19 as well as more clinical experience treating the virus may have 
contributed to lower COVID-19 mortality rates. 

New COVID-19 drug therapies along with better clinical management of patients with SARS-CoV-2 infection may have 
contributed to reductions in in-hospital COVID-19 mortality rates, according to a recent JAMA Network Open study. 

At the beginning of the COVID-19 pandemic, in-hospital mortality among patients infected with SARS-CoV-2 was notably 
high, ranging from 12 percent to 28 percent in early cases.  

But in the JAMA Network Open study, researchers found that in-hospital mortality decreased in all age groups by at least 

50 percent from the beginning of March to the end of November 2020. 

 

 

Source: pharmanewsintel.com 
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2. European Countries Suspend Use of AstraZeneca’s COVID-19 Vaccine                     

Many European countries, including Germany, France, Italy, and Spain recently suspended the use of AstraZeneca’s COVID-

19 vaccine after experts found dangerous blood clots in some vaccine recipients, according to various news sources. 

 

Emmanuel Macron, the president of France, said that his country will stop dispensing the vaccine until at least next week. 

Italy announced a temporary ban as well, along with Spain, Portugal, and Slovenia. 

 

Germany’s decision to suspend AstraZeneca’s vaccine was based on the country’s vaccine regulator, the Paul Ehrlich 

Institute, which called for further investigation into seven total cases of blood clots in the brains of individuals who have 

been vaccinated. 

 

 

Source: pharmanewsintel.com 
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3. CRISPR Technology Detects COVID-19 From Respiratory RNA Extracts                     

New CRISPR- technology detects COVID-19 from respiratory RNA extracts, enabling point-of-care testing outside of the 

clinical diagnostic laboratory. 

 

The lack of rapid and accurate molecular diagnostic testing has impeded the healthcare system’s response to the COVID-

19 pandemic. Recently, researchers developed rapid, easy-to-implement, and accurate CRISPR-Ca12-based assay for 

detection of SARS-CoV-2 from respiratory swab RNA extracts. 

 

Over the years there have been viruses such as HIV, SARS, MERS, and most recently SARS-CoV-2, which have greatly 

affected individuals globally. COVID-19 has infected over 1.2 million individuals and caused over 65,000 deaths worldwide. 

 

Source: pharmanewsintel.com   



 

4 

 
 

Volume 1 / May 2021 

  GLOBAL NEWS 

4. BC Platforms, Australian Tissue Bank partner to improve breast cancer outcome   

BC Platforms, a global leader in healthcare data management, analytics and access, announced that it has formed a new 

data partnership with the Australian Breast Cancer Tissue Bank (ABCTB) for its BCRQUEST.com Global Data Partner 

Network. The collaboration will support the ACBTB’s mission to improve the outcomes of patients with breast cancer. The 

ABCTB tissue bank is hosted at the University of Sydney’s Westmead Institute for Medical Research. 

 

ABCTB has a substantial collection of tissue samples going back to 2006, including over 10,000 samples from 5,000 

participants as well as their linked associated treatment and clinical data. The collection includes cancerous and normal 

tissue samples supporting studies ranging from the identification of common gene variants in breast cancer, to using 

machine-learning algorithms to distinguish subtypes and polygenic risk scores to predict breast cancer. 

 
 
 
 
 
Source: Europeanpharmaceuticalreview.com   
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1.  Zydus Cadila receives USFDA approval to market generic drug                             
 

The company has received approval from the US Food and Drug Administration (USFDA) to market in the US its generic 

version in strengths of 1 mg, 2.5 mg, 5 mg, and 10 mg, Zydus Cadila said in a statement 

The medication is used to treat symptoms of a certain type of mental/mood condition (schizophrenia). 

Fluphenazine belongs to a class of medications called phenothiazines and is also referred to as a neuroleptic. 

Drug firm Zydus Cadila on Saturday said it has received final approval from the US health regulator to market 

Fluphenazine Hydrochloride tablets, used in the treatment of certain type of mental ailments. 

Source: businesstoday.in    



 

6 

 
 

Volume 1 / May 2021 

  PHARMA INDIA 

2. Pfizer starts testing pneumococcal vaccine with COVID-19 booster shot                
 

 

 
The aim of the study is to understand if the combination of the vaccines is safe, and the 

immune response after adding the pneumonia vaccine to the existing COVID-19 vaccine. 

 

Pfizer Inc said that, it began testing fully vaccinated adults over 65 in a new study that uses 

the company's 20-valent pneumococcal conjugate vaccine (20vPnC) candidate with a third 

dose of the Pfizer-BioNTech COVID-19 shot. 

 

The vaccine candidate, 20vPnC, is being developed to help protect adults against 20 serotypes responsible for the majority 

of invasive pneumococcal disease and pneumonia. 

 

COVID-19 vaccines were previously recommended to be administered alone. But based on experience with non-COVID 

vaccines, the US Centers for Disease Control and Prevention has said COVID-19 shots and other vaccines can be given 

simultaneously or on the same day. 

 

The new study will include 600 adults who will be recruited from the two companies' late-stage COVID-19 vaccine study, 

after having received their second dose of the vaccine at least six months before entering the co-administration study. 

 

Source: businesstoday.in    
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3. Black Fungus: 11 Pharma Companies To Produce Amphotericin-B Drug     
 

India's drug regulator has authorized five new companies to manufacture the life-saving 

injection used to treat Mucormycosis in an attempt to accelerate the production of the 

antifungal Amphotericin B. 

 

These are the five most recent companies to be awarded licenses to manufacture 
Amphotericin-B.(NATCO Pharmaceuticals, Alembic Pharmaceuticals, Gufic Biosciences, 
Emcure Pharmaceuticals, Lyka) 

 

 

These companies have been granted licenses to produce Amphotericin-B, a medication used to treat black fungus, and 

that they will begin manufacturing 1,11,000 vials of the drug per month in July. 

 

 

Source: economictimes.indiatimes.com  

 

 

 

  



 

8 

 
 

Volume 1 / May 2021 

  PHARMA INDIA 

4. Dr Reddy’s inks deal to bring ‘affordable’ CAR-T therapy to India        
 

 

The CAR-T therapy, PRG1801, is in development as a treatment for relapsed or refractory 
multiplemyeloma. D. Reddy’s said the candidate has shown “strong signs of effi cacy and an 
excellent safety profile” inan investigator-initiated clinical trial in China. 
 

Based on the early promise shown by PRG1801, Dr Reddy’s has agreed to an upfront payment 

and futuremilestone payments of US$5m (€4m) for the first indication and up to US$7.5m in 

milestones forsubsequent indications. If PRG1801 comes to market in India, Pregene could 

receive up to US$150m indouble-digit royalties. 

 

Dr Reddy's deal covers a much smaller geographic area, India, that is yet to emerge as a commercialmarket for cell 

therapies. Equipped with PRG1801, Dr Reddy’s wants to be the company that brings CAR-T to India. 

 

Our objective in this is to make cell therapies available to Indian patients at aff ordable prices. There is nomarket 
today. We have to go overseas to get this done,” said GV Prasad, managing director, Dr Reddy’s, on aquarterly results 
conference call with investors on May 14. 
 

Dr Reddy’s plans to establish a facility “which will take the cells, convert them into CAR-Ts and then administerthem 
to patients,” said Prasad. Getting PRG1801 to the Indian market and establishing the capabilitiesneeded to make and 
administer it will require investment, but Dr Reddy’s is downplaying the salespotential of the cell therapy. 

 

Source: biopharma-reporter.com   
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1. FDA Issues Guidance on Remote Interactive Evaluations During COVID                   

 

 

FDA recently issued guidance on remote interactive evaluations of drug facilities where COVID-

19 drugs are manufactured, processed, packaged, and held during the pandemic.   
 
As part of the guidance, FDA may request to conduct a remote interactive evaluation whenever 

a program office determines it is appropriate based on needs and accessibility.  

 

“FDA conducts inspections for many purposes and programs, and we will consider each of those inspection program areas 

as possible candidates for a remote interactive evaluation,” the agency said in the guidance. The inspections include pre-

approval inspections (PAIs), pre-license inspections (PLIs), post-approval inspections (PoAIs), surveillance inspections, 

follow-up and compliance inspections, and bioresearch monitoring (BIMO) inspections.  

 

FDA will consider each of the areas as potential candidates for remote interactive evaluation. The second part of the 

guidance focuses on selecting a facility. 

 

Source: pharmanewsintel.com   
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2. FDA Makes Revisions to Moderna’s COVID-19 Vaccine Authorization       

FDA recently announced two revisions regarding the number of doses per vial available for Moderna’s COVID-19 vaccine, 

mRNA-1273. 

 

The agency’s first revision clarifies the number of doses per vial for the vials that are currently available. The maximum 

number of extractable doses is 11, with a range of 10 to 11 doses. 

 

The second revision authorizes the availability of an additional multi-dose vial in which each vial contains a maximum of 

15 doses, with a range of 13 to 15 doses that can potentially be extracted, FDA explained. 

Both of these revisions positively impact the supply of Moderna COVID-19 Vaccine, which will help provide more vaccine 

doses to communities and allow shots to get into arms more quickly.  

 

Source: pharmanewsintel.com   
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3. Biden Focuses on Opioids in Prescription Drug Policy Priorities                             

The Biden Administration recently released new prescription drug policy priorities that focus on addressing the opioid 

epidemic and reducing drug overdoses. 

 

The priorities provide guideposts to promote evidence-based public health and public safety interventions. The priorities 

also emphasize cross-cutting facets of the epidemic by focusing on ensuring racial equity in drug policy and promoting 

harm-reducing factors.  

 

Biden’s drug policy priorities also include: 

 Expanding access to evidence-based treatment 

 Advancing racial equity issues 

 Enhancing evidence-based harm reduction efforts 

 Supporting evidence-based prevention efforts to reduce youth substance abuse 

 Reducing the supply of illicit substances 

 Advancing recovery-ready workplaces and expanding the addiction workforce 

 Expanding access to recovery support services 

 

Source: pharmanewsintel.com 
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4. WHO updates on guidance on treatment of drug susceptible tuberculosis               

The World Health Organization (WHO) is convening a Guideline Development Group (GDG) to advise on updates needed 

to its recommendations on the treatment of drug susceptible tuberculosis (TB). 

 

Drug susceptible TB affects approximately 7 million people annually. It is currently treated with four first line TB 

medicines for a period of six months. Approximately 85% of patients who take the six-month regimen will have a successful 

treatment outcome. Ensuring access to effective treatment is a key component of the End TB Strategy, which includes a 

priority indicator that 90% or more of patients should have a successful treatment outcome. 

 

Despite its effectiveness, the current treatment regimen of six months remains too long for many patients. In recent 

years, research efforts have been directed towards finding safe and effective shorter regimens. New evidence from a 

randomized controlled trial on a 4-month treatment regimen containing a fluoroquinolone and high dose rifapentine has 

recently become available to WHO. This will be the evidence that will be reviewed and considered by the GDG. 

 

 

Source: pharmabiz.com  
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1. J&J Takes Over Vaccine Production at Plant That Spoiled 15M Doses                     

The Biden Administration recently appointed Johnson & Johnson to lead COVID-19 vaccine production at a Baltimore 
manufacturing plant that contaminated 15 million doses of the pharmaceutical company’s COVID-19 vaccine.  

The New York Times reported that Emergent BioSolutions, a contract manufacturer that has been manufacturing both the 
Johnson & Johnson and AstraZeneca vaccines, mixed up ingredients from the two.  

This led regulators to delay authorization of the plant’s production lines. HHS’s ultimate goal was to stop the plant from 

making another mistake with AstraZeneca’s vaccine. Now with AstraZeneca’s vaccine out, the plant can be solely devoted 

to the Johnson & Johnson single-dose vaccine and avoid future mishaps, the report explained. 

 

Source: pharmanewsintel.com 
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2. FTC Challenges $7.1B Illumina-Grail Pharma Acquisition Deal              

The Federal Trade Commission (FTC) recently filed an administrative complaint and authorized a federal court lawsuit to 
block Illumina’s $7.1 million pharma acquisition deal of cancer detection start-up, Grail. 

In the complaint, FTC alleged that the proposed acquisition would diminish innovation in the US market for multi-cancer 
detection (MCED) tests.  

Notably, Illumina is the only viable provider of DNA sequencing for MCED tests in the US. 

This means that Illumina can raise prices charged to Grail’s competitors for next-generation sequencing instruments, 

impede Grail competitors’ research and development efforts, or refuse or delay license agreements that all MCED test 

developers need to distribute their tests to third-party laboratories, FTC said in its complaint. 

 

Source: pharmanewsintel.com 
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3. Amgen Acquires Five Prime in $1.9B Pharma Acquisition Deal        

Amgen has acquired Five Prime Therapeutics in a $1.9 billion pharma acquisition deal to advance its immuno-oncology 

and targeted cancer therapies portfolio.  

The acquisition adds Five Prime’s innovative pipeline to Amgen’s portfolio, which complements Amgen’s efforts to bring 
meaningful and effective therapies to oncology patients, the company said.  

Five Prime’s leading asset, bemarituzumab, is its first-in-class, Phase 3 ready anti-FGFR2b antibody. Previously, it elicited 

positive data from a randomized, placebo-controlled Phase 2 study in frontline advanced gastric cancer or 

gastroesophageal junction (GEJ). 

 

 

Source: pharmanewsintel.com   
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4. Sanofi’s $1.45-billion acquisition of Kymab                                                            

In April (April 2021), Sanofi completed its acquisition of Kymab, a Cambridge, UK-based biopharmaceutical company, in 

a $1.45-billion deal ($1.1 billion upfront and up to $350 million in milestones). Kymab’s lead product is KY1005, in Phase 

IIa development, for treating atopic dermatitis and with potential therapeutic application in multiple diseases caused 

by immune dysregulation. It is a monoclonal antibody that targets OX40L, a regulator of the immune system.  

 

The company is also developing KY1044, in Phase I/II trials for treating advanced solid tumors as a monotherapy and in 

combination with Roche’s Tecentriq (atezolizumab), an anticancer drug. The company is also developing KY1043, an 

immune checkpoint inhibitor for treating cancer and for which the company expects to file an investigational new drug 

application in 2021. 

 

Source: pharmaceutical-technology.com 
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1.  FDA Approves Opdivo as First Immunotherapy for Gastric Cancer       
 
FDA recently approved Opdivo, making it the first immunotherapy for initial treatment of patients with advanced or 

metastatic gastric cancer, gastroesophageal junction cancer, and esophageal adenocarcinoma.  

 

The agency based its approval on the randomized, multicenter trial of 1,581 patients with previously untreated gastric 

cancer. 

 

In the trial, 789 patients who received Opdivo in combination with chemotherapy lived longer than the 792 patients who 

received chemotherapy alone. Specifically, the median survival was 13.8 months for patients who received Opdivo plus  

chemotherapy, compared to 11.6 months for patients who received chemotherapy alone. 

 

Source: pharmanewsintel.com 
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2. China Approves AstraZeneca’s Non-Small Cell Lung Cancer Drug                            

AstraZeneca recently announced that China approved its prescription drug, Tagrisso, for the treatment of patients with 

early-stage epidermal growth factor receptor-mutated (EGFRm) non-small cell lung cancer (NSCLC).  

 

The treatment was approved by China’s National Medical Products Administration (NMPA) for use after tumor resection, 

with or without adjuvant chemotherapy as recommended by the patient’s physician, an AstraZeneca spokesperson 

explained.   

 

The approval was based on positive results from a Phase 3 trial called ADAURA, in which Tagrisso demonstrated a 

statistically significant improvement in disease-free survival (DFS) in the primary analysis of patients with Stage II and IIIA 

EGFRm NSCLC. 

 

Source: pharmanewsintel.com 
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3. Everest Medicine gets China NMPA approval to begin phase 2 basket trial of 

Trodelvy for variety of cancers with high TROP-2 expression                                 

 

Everest Medicines, a biopharmaceutical company, announced that the China National Medical Products Administration 

(NMPA) approved its Clinical Trial Application (CTA) for a phase 2 basket trial of Trodelvy (sacituzumab govitecan-hziy) in 

a variety of cancers with high TROP-2 expression. 

 

The phase 2 single arm, multiple-cohorts basket trial will evaluate sacituzumab govitecan-hziy in 180 patients with 

relapse/refractory esophageal squamous cell carcinoma, gastric cancer, and cervical cancer at selected sites in China. 

The incidence of these indications is higher in China/Asia than Western countries, and there are very limited treatment 

options in later line settings, represent a significant unmet medical need in China and Asia. 

 

“As of 2019, the incidence of cancers with TROP-2 expression was more than 3.5 million, accounting for approximately 

78% of all cancer occurrences in China,” said Yang Shi, chief medical officer for oncology at Everest Medicines. 

“Sacituzumab govetican-hziy’s unique TROP-2 directed antibody and topoisomerase inhibitor drug conjugate mechanism 

of action, along with its robust set of data in other TROP-2 expressing cancers suggest that it may be effective in a broad 

range of tumors. We look forward to advancing this important basket study as we work to expand potential indications of 

this novel therapy across a variety of cancers with high unmet medical need.” 

 

Source: pharmabiz.com  
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4. US FDA approves Gilead’s Trodelvy to treat unresectable locally advanced or 

metastatic TNBC                                                                                                      

 
Gilead Sciences announced that the US Food and Drug Administration (FDA) has granted full approval to Trodelvy 

(sacituzumab govitecan-hziy) for adult patients with unresectable locally advanced or metastatic triple-negative breast 

cancer (TNBC) who have received two or more prior systemic therapies, at least one of them for metastatic disease. 

 

The approval is supported by data from the phase 3 ASCENT study, in which Trodelvy demonstrated a statistically 

significant and clinically meaningful 57% reduction in the risk of disease worsening or death (progression-free survival 

(PFS)), extending median PFS to 4.8 months from 1.7 months with chemotherapy (HR: 0.43; 95% CI: 0.35-0.54; p<0.0001). 

Trodelvy also extended median overall survival (OS) to 11.8 months vs. 6.9 months (HR: 0.51; 95% CI: 0.41-0.62; p<0.0001), 

representing a 49% reduction in the risk of death. 

 

Source: pharmabiz.com 
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1. Trial to assess antimicrobial nasal spray in treating mild COVID-19       
        

The trial will assess whether APR-AOS2020 can reduce the viral load of recently infected COVID-19 patients with mild 

symptoms and also asses the efficacy and safety of the spray product in reducing viral load in the upper respiratory airways 

in recently infected individuals. 

 

APR-AOS2020’s active substance is hypochlorous acid (HClO), a reactive oxygen species naturally produced by neutrophils 

in the human immune system to fight infection. The nasal spray was designed using APR’s Tehclo™ nanotechnology delivery 

platform, which entraps HClO in an aqueous solution, enabling it to be inhaled. 

 

human clinical studies and in vitro and in vivo safety tests have shown that APR-AOS2020 has a very good safety profile 

on various human tissues with a cytotoxicity index up to 20 times lower than other marketed antimicrobial solutions. 

 

Based on these encouraging data, we have designed a pivotal, monocentric, randomised, controlled clinical study to assess 

whether the spray solution, used to irrigate, hydrate and cleanse nasal mucosa for three or five times a day at regular 

intervals, is safe and effective in patients positive to SARS-CoV-2 with mild symptoms, in addition to the standard 

therapies, to reduce the nasal viral load 

 

Source: europeanpharmaceuticalreview.com   
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2. First UK patient enrolled in Duchenne muscular dystrophy gene therapy trial     
 

The first UK patient has been enrolled in the Phase III CIFFREO study, evaluating the efficacy and safety of Pfizer’s 

investigational gene therapy, PF-06939926, in boys with Duchenne muscular dystrophy (DMD). 

 

The enrolment of the first UK patient in this Phase III gene therapy programme is a great achievement for the UK Duchenne 

community and we are very pleased to contribute to innovative research in the pursuit of future therapies. There are 

currently no approved disease-modifying treatment options available for all genetic forms of the disease in the UK. I am 

very proud to be leading the UK arm of this global study. 

 

The primary endpoint of the study is the change from baseline in the North Star Ambulatory Assessment (NSAA) at one 

year and Participants will be followed for five years after treatment with the investigational gene therapy. 

 

The results of the trial evaluating PAC/SIR/TAC were published in Clinical Cancer Research. The Phase II portion of the 

trial (NCT02891603) is ongoing at Moffitt Cancer Center and the Masonic Cancer Center at the University of Minnesota, 

both US. 

 

Source: europeanpharmaceuticalreview.com   
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3. First AI designed Alzheimer’s drug to enter clinical trials         
 

The study will assess whether DSP-0038 has improved antipsychotic effects in patients with AD psychosis and evaluate 

if it can improve the behavioural and psychological symptoms of dementia, including agitation, aggression, anxiety and 

depression. 

 

DSP-0038 is the third molecule created using Exscientia Ltd’s AI technologies and the second molecule to enter trials 

from the company’s partnership with Sumitomo Dainippon Pharma. 

 

The two other compounds are DSP-1181, developed in collaboration with Sumitomo and entered trials to treat obsessive-

compulsive disorder in 2020, and EXS-21546, an immuno-oncology agent which began trials earlier this year. 

 

Joint research between Exscientia and Sumitomo Dainippon Pharma designed DSP-0038 to be a single small molecule that 

exhibits high potency as an antagonist for the 5-HT2A receptor and agonist for the 5-HT1A receptor, whilst selectively 

avoiding similar receptors and unwanted targets, such as the dopamine D2 receptor. 

 

 

Source: europeanpharmaceuticalreview.com 
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4. Sonelokimab shows promise in Phase II psoriasis trial          
 

The randomised, double-blind, placebo controlled, multi-centre Phase IIb study, assessed the safety, efficacy and 

tolerability of sonelokimab in 313 adult patients (aged 18 to 75 years) with moderate-to-severe chronic plaque-type 

psoriasis for at least six months. 

 

Sonelokimab is an investigational interleukin 17 (IL-17)A/IL-17F inhibitor with an albumin binding site which is being 

developed as a treatment for inflammatory skin and joint diseases. According to its developers, it has the potential to 

facilitate deep tissue penetration in the skin and joints and has clinically demonstrated potential to allow better disease 

control in dermatology and rheumatology patients. 

 

This study shows very high response levels in the model disease psoriasis, with a favourable benefit-safety profile with 

the most common adverse event was oral Candida, with a rate of 7.4 percent, in the same range as IL-17A inhibitors. 

 

Study aim is to elevate treatment goals in these diseases based on the unique characteristics of sonelokimab, giving 

patients with common and burdensome skin and joint conditions a chance of better disease control 

 

Source: europeanpharmaceuticalreview.com 
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1. EC approves Xtandi™ for third prostate cancer indication         
 

 

The European Commission (EC) has approved 

Astellas Pharma’s oral once-daily therapy 

Xtandi™ (enzalutamide) for adult men with 

metastatic hormone-sensitive prostate 

cancer (mHSPC), a cancer with a median 

survival of approximately three to four years 
 

 

The primary endpoint of the trial was radiographic progression-free survival (rPFS), defined as the time from 

randomisation to radiographic disease progression at any time or death within 24 weeks after study drug discontinuation 

 

The safety analyses of the ARCHES trial appear consistent with the safety profile of enzalutamide in previous clinical trials 

in CRPC, with Grade 3 or greater adverse events (AEs) similar for patients receiving both enzalutamide plus ADT and those 

who received placebo plus ADT 

 

Source: europeanpharmaceuticalreview.com   
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2.  FDA approves Pylarify, PET imaging agent for prostate cancer       

 
 

The FDA approved piflufolastat F 18 injection, a radioactive diagnostic 

agent designed to identify suspected metastasis or recurrence of prostate 

cancer, according to the agent’s manufacturer. 

 

Pylarify is designed to target PSMA, a protein overexpressed on the surface 

of more than 90% of primary and metastatic prostate cancer cells. Pylarify 

binds to the target, helping the PET scan reader detect and locate the 

disease. 

 

The FDA based the approval on results of two company-sponsored studies — 

the OSPREY and CONDOR trials — designed to establish the safety and 

diagnostic performance of Pylarify in prostate cancer.Pylarify appeared 

well-tolerated in both trials (CONDOR trial, OSPREY trial); rates of 

headache, dysgeusia and fatigue were 2% or less. 

 

Piflufolastat F 18 injection (Pylarify, Lantheus Holdings) is an F18-labeled 

prostate-specific membrane antigen (PSMA)-targeted PET imaging agent. 

 

 

Source: healio.com    

http://www.healio.com/
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3. FDA allows Pfizer’s COVID-19 vaccine to be used in adolescents        
 

 

The US Food and Drug Administration (FDA) has expanded the emergency 

use authorisation (EUA) for the Pfizer-BioNTech COVID-19 vaccine 

(Comirnaty®) to include adolescents 12 through 15 years of age. 

 

FDA determined that the Pfizer-BioNTech COVID-19 vaccine met the 

statutory criteria to amend the EUA and that its known and potential 

benefits in individuals 12 years of age and older outweigh the known and 

potential risks. 

 

The most commonly reported side effects in the adolescent clinical trial participants, which typically lasted up to three 

days, were pain at the injection site, tiredness, headache, chills, muscle pain, fever and joint pain. 

 

 

Source: europeanpharmaceuticalreview.com 
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4. Benlysta approved for adult patients with active lupus nephritis in Europe      
 

The European Commission (EC) has approved the expanded use of 

intravenous (IV) and subcutaneous Benlysta (belimumab) in 

combination with background immunosuppressive therapies for the 

treatment of adult patients with active lupus nephritis (LN), in 

addition to systemic lupus erythematosus (SLE). 

 

Benlysta is the first biologic approved to treat lupus and lupus nephritis, 

representing a significant new treatment option for patients and 

physicians across Europe dealing with this complex autoimmune 

disease. 

 

Benlysta is a human monoclonal antibody that binds to soluble B 

lymphocyte stimulator (BlyS) inhibiting the survival of B cells, including 

autoreactive B cells, and reduces the differentiation of B cells into 

immunoglobulin-producing plasma cells. 

              

 

 

Source: europeanpharmaceuticalreview.com 
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1. Abbott Launches Artificial Intelligence-Powered Imaging Platform                         
 

 

 

The artificial intelligence platform is an imaging software that leverages optical coherence 

tomography to help physicians’ decision-making during coronary stenting procedures. 

 

The platform, which is now CE marked in Europe, is the first-of-its-kind imaging software 

that leverages optical coherence tomography (OCT). OTC is an imaging tool that provides 

physicians a comprehensive view inside an artery or blood vessel using artificial intelligence. 

 

 

The Ultreon 1.0 Software can detect the severity of calcium-based blockages and measure vessel diameter to boost the 

precision of physicians’ decision-making during coronary stenting procedures, an Abbott spokesperson explained. 

 

 

 

 

Source: pharmanewsintel.com 
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2. Medical AI Device Evaluation Process Could Mask Vulnerabilities                            

A recent Nature study found that evaluating the performance of FDA-approved medical artificial intelligence (AI) devices 
in multiple clinical trial sites is crucial to ensuring that the devices perform well across representative populations 

In the overview, researchers found that data test sets from 126 out of 130 FDA-approved medical AI devices were collected 
and evaluated before device deployment (retrospective), rather than concurrently with device deployment (prospective). 

 

 

Source: pharmanewsintel.com 
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3. AstraZeneca Eyes Medical Devices for Chronic Disease Management                       

AstraZeneca and Massachusetts General Hospital (MGH) recently entered into a collaboration to create digital health 

solutions for chronic disease management.  

 

The collaboration will leverage robust data and clinical best practices to address today’s most crucial healthcare 

challenges brought on by the COVID-19 pandemic. The companies will focus on creating patient-centered digital health 

solutions and establishing a new standard of care for chronic illness management outside of a clinical setting. 

MGH will utilize AstraZeneca’s new AMAZE disease management platform in studies for heart failure and asthma 

management. 

 

 

 

Source: pharmanewsintel.com 
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4. US FDA grants breakthrough device designation to IceCure Medical’s ProSense 

Cryoablation System                                                                                                

 

IceCure Medical Ltd, a developer of the next generation cryoablation technology, announced that it has been granted 

Designation as a Breakthrough Device from the US Food and Drug Administration (FDA) for its lead asset, ProSense, and 

proposed indication for use, including for use in the treatment of patients with T1 invasive breast cancer and/or patients 

not suitable for surgical alternatives for the treatment of breast cancer. ProSense is a liquid-nitrogen-based cryoablation 

system that enables minimally-invasive, treatment of cancer tumors. 

 

Eyal Shamir, chief executive officer of IceCure commented, "We are thrilled to receive the Breakthrough Device 

Designation from the US FDA for our lead asset, ProSense, based on promising clinical outcomes in multiple clinical studies 

to date.  

 

ProSense has successfully demonstrated the potential to be an exceptionally safe and effective minimally-invasive 

cryoablation approach to tumor destruction. We believe receipt of this designation is a testimony to the potential of 

ProSense to become the new gold standard for cryoablation tumor therapy." 

 

 

 

 

Source: pharmabiz.com 

 

  



 

 

 
 

 

 


