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1. Researchers identify new genetic clues for ‘silent’ strokes              
 

New research has discovered genetic clues in people who have had small, ‘silent’ strokes that could enable the 

development of new treatments for the condition. 

In the DNA of people who have had a lacunar stroke – this type of stroke is caused by a weakening of the small blood 

vessels deep in the brain. 

Following this type of stroke, damage to the blood vessels and interruption to blood flow can cause difficulty with 
thinking, memory, walking and ultimately lead to dementia. 

Prior to this research, only one genetic fault had been associated with lacunar strokes. 

 

 

Source: economictimes.indiatimes.com 
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2. Researchers identify brain ion channel as new approach to treating depression     
 

 

Researchers from the Icahn School of Medicine at Mount Sinai have 

identified a drug that works against depression by a completely different 

mechanism than existing treatments. 

 

Their study showed that ezogabine (also known as retigabine), a drug 

that opens KCNQ2/3 type of potassium channels in the brain, is 

associated with significant improvements in depressive symptoms and 

anhedonia in patients with depression. 

 

Ezogabine was approved by the U.S. Food and Drug Administration in 2011 as an anticonvulsant for epilepsy treatment 

but had not been previously studied in depression.  

 

The research results, published March 3, 2021, in the American Journal of Psychiatry, provide initial evidence in humans 

for the KCNQ2/3 channel as a new target for novel drug discovery for depression and anhedonia.  

 

 

Source: sciencedaily.com 
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3. New inhibitor found to combat drug-resistant cancer cells         
 

 

A new substance could improve the treatment of persistent cancers. 

Researchers at Martin Luther University Halle-Wittenberg (MLU) and the 

University of Greifswald have developed a new inhibitor that makes drug-

resistant tumor cells respond again to chemotherapy.  

 

 
The new substance blocks a protein in the cancer cells that normally transports the cancer drugs back out of the cells. 

The results were published in the scientific journal Molecules.  

 

The efficacy must now be confirmed in further preclinical trials. Researchers will try to establish how well the newly 

developed drugs specifically inhibit MRP4 in order to reduce side effects. If the substances are a success, several years 

of clinical trials will follow to confirm their efficacy in patients. 

 

Source: drugtargetreview.com  
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4. Immunotherapy vaccine shows promise in prostate cancer patients       
 

 

The multi-targeted hAd5 immunotherapy vaccine was found to be safe and 

showed initial signs of efficacy in patients with advanced metastatic castration-

resistant prostate cancer. 

 

The company’s hAd5 is designed to deliver tumour-associated antigens (TAAs) and 

neoepitopes (expressed only by cancer cells) and induce T-cell and antibody 

responses that may result in T-cell memory. 

 

ImmunityBio Inc. has published the results of a Phase I study evaluating the safety and immunogenicity of its multi-

targeted recombinant human adenovirus (hAd5) immunotherapy vaccine in patients with incurable metastatic 

castration-resistant prostate cancer (mCRPC) in The Journal of ImmunoTherapy of Cancer. 

 

The study (NCT03481816) enrolled 18 patients with mCRPC who had advanced, incurable disease. They were given 
concurrently three hAd5 vaccines targeting prostate-specific antigen (PSA), brachyury and MUC-1 at a dose of 5×1011 
viral particles (VPs) each, subcutaneously every three weeks for a maximum of three doses (dose de-escalation cohort), 
followed by a booster vaccine every eight weeks for a year (dose-expansion cohort only). 
 

Source: Europeanpharmaceuticalreview.com   
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1. Indian women leading donors for organ transplants: Experts              
 

The women contributed 78% of living organ donors in India, while their share among recipients was only 19%, according 

to a research carried out by Dr. Vivek Kute, honorary secretary, Indian Society of Organ Transplantation (ISOT) and 

Professor of Nephrology, IKDRC-ITS Ahmedabad between 2013 and 2019. 

Few factors to explain these gender differences of the aforementioned information reported gender bias is that men 

have a higher incidence of end-stage diseases that necessitate a transplant and are more inclined to hypertension or 

ischemic diseases, leading to their inappropriateness as donors. Due to socio-economic factors, 90% spousal kidney 

donors are women whereas only 39% daughter become kidney donors. 

Organ transplantations saves lives of patients affected by terminal organ failures and helps to improve quality of life. It 

has been an accepted mean of treating patients with severe organ failure in India for nearly five decades. 

It is estimated that every year about 5,00,000 people in India need an organ. 

 

Source: pharmabiz.com  
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2. India’s Covaxin® 81 percent effective against COVID-19                     
 

 

 
An interim analysis reveals the Covaxin® (BBV152) vaccine was relatively safe and 81 
percent effective in preventing symptomatic COVID-19. 
 

 

Bharat Biotech has announced that Covaxin® (BBV152), its COVID-19 vaccine developed 

and authorised for emergency use in India, was shown to be approximately 81 percent 

effective at preventing COVID-19 in an interim analysis. 

 

The analysis assessed data from a trial involving 25,800 subjects between 18-98 years of age, the largest ever conducted 

in India. The Phase III trial includes 2,433 people over the age of 60 and 4,500 who have comorbidities. 

 

The primary endpoint of trial is based on the first occurrence of PCR-confirmed symptomatic (mild, moderate or severe) 

COVID-19 with onset at least 14 days after the second study vaccination in serologically negative adult participants at 

baseline. 

 

Source: Europeanpharmaceuticalreview.com  
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3. Researchers uses electroporation method to prevent malaria       
 

A team of scientists from Hyderabad’s Centre for Cellular and Molecular Biology (CCMB) is 

working on malarial parasites to prevent spread of malaria using genetic modification. They 

have used electroporation method to modify plasmodium genes. The malarial parasites are 

grown in oxygen carrying red blood cells, RBC playing a protection role for parasites. 

 

The researchers have found the Lyse release method is the best way for gene delivery. The 

RBC cells lyse when salt concentration is lower outside then inside. In this situation the 

researchers can fill circular DNA in the RBC, this circular DNA enable to alter malarial 

parasites. 

 

 

In laboratory, by increasing the salt concentration researchers are enabled DNA inserted in plasmodium. The parasites 

go in to the RBC and take DNA from the RBC and eventually destroy the parasites nucleus. 

 

The electroporation method is effective, easy to set up and works with 10 times less DNA. 

  

Source: pharmabiz.com 
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4. Health ministry work on SUGAM portal for digital Indian Pharmaceutical      
 

 

Indian Drug Manufactures Association (IDMA) and Union Health Ministry are working with CDSCO 

to develop effective, accountable, transparent and digital pharmaceutical industry. 

 

The Central Drug Standard Control Organization (CDSCO) has already provided services on 

SUGAM portal in 2016 for filing application, licensing and registration and offers online services 

for cosmetics and biologics. Recently the Union Health Ministry has also planned to regulate all 

medical devices under Drugs and Cosmetic acts for safety and quality purpose. 

 

They have started separate online portal for new medical device related applications and in-

vitro diagnostics for effective compliance.  

 

Sugam portal is enabling for online submission of permission of drugs, clinical trials, ethics 

committee, medical devices, vaccines and cosmetics. System also maintain approved drugs 

database, manufactures and formulations, retailers and wholesalers in India. 

 

Portal is also providing single window for stakeholders to access the services and implement 

the role-based actions, the application will be tracked on applicant’s dashboard. 

 

 

Source: pharmabiz.com   
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1. The importance of the device label to a global UDI system               
 

 

As regulatory agencies advance their UDI initiatives, we reflect on the 

principles guiding this system not only for regulatory purposes, but as essential 

to improving the value of healthcare supply chain, clinical, and research data  

 

UDIDs and health systems are creating broadly similar, but slightly differing, 

representations and definitions of the same data elements, variances in data 

constraints (e.g., optional vs. required fields), and additions of new data 

elements or removal of agreed upon data elements without global partner 

consensus. 

According to the original UDI guidance, the fundamental elements include: 

  

 Developing a standardized system of UDIs; 

 Placing UDIs in human- and machine-readable formats on package labels or the device; 

 Submitting core UDI data elements to a unique device identifier database (UDID); and 

 Setting up “transitional and implementation arrangements” to ensure smooth implementation of the UDI 

system.2 

  

These efforts would significantly decrease the complexity of the system, reducing the burden on manufacturers, 

regulators, and device users. If manufacturers and regulators use the label as a consistent point of reference for 

populating UDIDs, the variability between existing and new UDI systems would decrease and the resulting UDID data 

could be used to standardize the labels, as has been accomplished for other medical products and foods. 

 

Source: raps.org   
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2. FDA’s new integrated review template and implications for regulatory intelligence 

                                                                                                                            
  

 

FDA’s Center for Drug Evaluation and Research initiative to 
modernize the New Drugs Regulatory Program, includes a new 
integrated assessment process. 

 
The new integrated template consists of three main components: 
an executive summary, an interdisciplinary assessment, and 
appendices. A description of each section was presented in 
figure. 
 
the executive summary and interdisciplinary assessment will help 
fulfil the FDA’s modernization objective to more concisely 
communicate the benefitrisk assessment that informed its 
regulatory decision, the details disclosed within the appendices 
portion will be of more critical importance to regulatory 
sponsors. 

 

 

The FDA described its future work on the integrated assessment template as a continuous improvement cycle to ensure 

the needs of all stakeholders are addressed and also plans to evaluate the docket comments received and hold a future 

public workshop to gather additional feedback from stakeholders to further refine the 

inclusion of information within the template. 

 

Source: raps.org  
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3. ICH Cancels Vancouver Meeting, Opens Consultation on Residual Solvents Guideline  

                                                                                                               
 

 

The International Council for Harmonisation (ICH) has joined a growing list of 

organizations and agencies around the world to cancel meetings and 

workshops as a result of the coronavirus disease (COVID-19) pandemic. 

 

“ICH has considered this very exceptional measure to be necessary in view of 

the evolving COVID-19 situation worldwide and global travel restrictions in 

place, including in Vancouver itself,” ICH said. 

 

ICH has not said how the cancelation might impact its pipeline of new and revised guidelines or other initiatives such as 

fostering closer collaboration with the Pharmaceutical Inspection Co-Operation Scheme (PIC/S) that were slated to be 

discussed at the meeting. 

 

ICH also opened a public consultation on the latest revision to its maintenance guideline on residual solvents featuring 

permitted daily exposure recommendations for three substances, 2-methyltetrahydrofuran, cyclopentyl methyl ether 

and tertiary-butyl alcohol. 

 

 

Source: raps.org 
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4. Gilead Asks FDA to Rescind Orphan Designation for COVID-19 Antiviral                   
 

Gilead said Wednesday that it submitted a request to the US Food and Drug Administration (FDA) to rescind the orphan 

drug designation it was granted for the investigational antiviral remdesivir for the treatment of COVID-19. 

 

 

In early March, Gilead sought and was subsequently granted an orphan drug 

designation for the remdesivir as a potential treatment for COVID-19. Orphan 

drug designation is granted by the FDA in situations where the disease affects 

fewer than 200,000 patients in the United States. 

 

But now Gilead said it is confident that it can maintain an expedited timeline 

in seeking regulatory review of remdesivir without the orphan drug 

designation. “Recent engagement with regulatory agencies has demonstrated 

that submissions and review relating to remdesivir for the treatment of COVID-

19 are being expedited,” the company said.  

 

According to FDA’s draft guidance on submitting pediatric study plans, sponsors should submit such study plans before 

the initiation of any Phase 3 studies, which Gilead has initiated for remdesivir, and FDA can grant waivers and/or 

deferrals of required pediatric assessments. 

 

 

Source: raps.org   
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1. Dzne and eisai enter into research collaboration agreement aiming for novel drug 

discovery for neurodegenerative disorders                                                            

Deutsches Zentrum für Neurodegenerative Erkrankungen (Headquarters: Bonn, Chairman of the Executive Board: 

Pierluigi Nicotera, “DZNE”) and Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) today announced 

that both parties have entered into a research collaboration agreement aiming to create potential novel treatments for 

neurodegenerative disorders including Alzheimer’s disease (AD) which modulate immune competence in neurons and 

glia cells. 

The collaboration will incorporate DZNE’s expertise in the fundamental and clinical research with Eisai's abundant 

experience in drug discovery for neurodegenerative diseases to accelerate development of novel drug candidates. 

 
 

Source: eisai.com/news/2021/news202120  
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2. NANOLOGICA SIGNS COLLABORATION AGREEMENT WITH ZENTIVA FOR THE USE OF 

NLAB DRUG DELIVERY PLATFORMS                                                                         
 

 
A collaboration agreement for the use of the NLAB drug delivery platforms has been 
signed with Zentiva, a pharmaceutical company operating in Europe and beyond. The aim 
of this collaboration agreement is to simplify the contract process for future product-
specific agreements.    

The agreement gives Zentiva the right to use the NLAB drug delivery platforms for multiple drug development projects. 

Project specific agreements will be signed separately under this collaboration agreement. 

 

” We first met Zentiva during BIO-Europe in 2019. Since then, we have 

had a continuous dialogue as they see substantial potential in our drug 

delivery platforms for several of their development projects. With this 

agreement in place, we now look forward to future collaborations”, 

says Andreas Bhagwani, CEO of Nanologica.  

 

Zentiva is a producer of high-quality and affordable medicines, serving 

people in Europe and beyond. The Company headquartered in Prague, 

Czech Republic has a network of productions sites and employs more 

than 4 500 employees. 
 

 

Source: nanologica.com 
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3. Gilead and Merck/MSD to collaborate on long-acting HIV combination of lenacapavir 

and islatravir                                                                      
 

 

On 15 March 2021, in a joint press release, two leading research-based 

pharmaceutical companies – Merck/MSD and Gilead – announced they would be 

collaborating on long-acting HIV combinations.  

 

Both companies with be involved in development sharing costs and potential 

income 60:40 (Gilead:Merck/MSD).  

 

 

 

The collaboration will provide good commercial sense compared to the time needed for each company to develop a 

combination independently. 

 

Source: i-base.info  
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4. View Press ReleaseGranite Government Solutions Announces Network 

Transformation Virtual Event in Collaboration With Capitol Technology Universit 

                                                                                                                                  
 

Cipla, Dr Reddy's Laboratories, Emcure Pharmaceuticals, Sun Pharmaceutical Industries & Torrent Pharmaceuticals will 

collaborate for the clinical trial of investigational oral anti-viral drug Molnupiravir for the treatment of mild COVID-19 

in India. 

 

As per the directive of the Subject Expert Committee (SEC) of the Central Drugs Standard Control Organization, Dr 

Reddy's Laboratories will conduct the clinical trial using its product, and the other four pharma companies will be 

required to demonstrate equivalence of their product to the product used by Dr Reddy's Laboratories' in its clinical 

trial. 

 

Molnupiravir is an oral anti-viral that inhibits the replication of multiple RNA viruses including SARS-CoV-2. It is 

presently being studied by MSD, through a collaboration with Ridgeback Biotherapeutics, in a Phase III trial for the 

treatment of non-hospitalized patients with confirmed COVID-19 globally. 

 

 

Source: business-standard.com 
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1. NATCO receives final approval for Everolimus tablets (generic for Afinitor®) for the 

US market                                                                                                             

 
Natco Pharma Limited is pleased to announce that its marketing partner, Breckenridge Pharmaceutical Inc. (BPI), has 

received final approval for its Abbreviated New Drug Application (ANDA) for Everolimus Tablets (generic for Afinitor®) 

from the U.S. Food and Drug Administration (USFDA). 

 

NATCO’s partner BPI plans to launch 2.5 mg, 5 mg and 7.5 mg strengths of the product shortly within the next few 

weeks. The launch of 10 mg strength of the product is subject to confidential terms of a settlement and license 

agreement entered into with the owner of the Afinitor® brand. 

 

The launch date of 10 mg strength of the product will be announced at a later date. 

 

 

 

Source: natcopharma.co.in/about/news/ 
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2. Lenvima®（lenvatinib） approved for additional indication of unresectable thymic 

carcinoma in japan                                                                     

 

Eisai Co., Ltd. (Headquarters: Tokyo, CEO: Haruo Naito, “Eisai”) and MSD K.K. (Headquarters: Tokyo, President: Kyle 

Tattle, “MSD”), a subsidiary of Merck & Co., Inc., Kenilworth, N.J., U.S.A., announced today that LENVIMA® (generic 

name: lenvatinib mesylate), the multiple receptor tyrosine kinase inhibitor discovered by Eisai, has been approved in 

Japan for the additional indication of treatment of unresectable thymic carcinoma. This marks the first approval for 

LENVIMA for unresectable thymic carcinoma in Japan. 

 

The approval was based on the results of an open-label, single-arm, multicenter, investigator-initiated clinical phase II 

study (REMORA study) conducted in 8 centers across Japan including the National Cancer Center Hospital, evaluating 

LENVIMA as a single agent in 42 patients with thymic carcinoma previously treated with at least one platinum-based 

regimen. 

 

 

Source: eisai.com/news/2021/news202120 
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3. Sotorasib in KRAS G12C mutated NSCLC                                                                  

Sotorasib is the first targeted agent with regulatory approval for KRAS G12C mutated non-small cell lung cancer 

(NSCLC), for use in patients with locally advanced or metastatic disease who have received at least one prior systemic 

therapy.  

 

In an earlier single arm study including 59 previously treated patients with KRAS G12C mutated advanced NSCLC, the 

response rate with sotorasib was 32 percent and the median progression-free survival was 6.3 months. Grade ≥3 

treatment-related adverse effects included liver function test abnormalities and diarrhea.  

 

Sotorasib has several drug interactions and should typically not be coadministered with proton pump inhibitors, H2-

receptor antagonists, strong CYP3A4 inducers, and certain CYP3A4 and P-gp substrates 

 

Source: uptodate.com  
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4. FDA Grants First Marketing Approval for COVID-19 Diagnostic Test FDA recently 

granted marketing authorization of the BioFire Respiratory Panel 2.1 (RP2.1) 

COVID-19 diagnostic test.                                                                                        
 
BioFire RP2.1 is used for the simultaneous qualitative detection of multiple respiratory viral and bacterial nucleic acids 

in nasopharyngeal swabs obtained from individuals suspected of COVID-19 and other respiratory tract infections.  

 

The test, which received FDA emergency use authorization last May, is the first SARS-CoV-2 diagnostic test that will be 

permitted to be marketed beyond the public health emergency. 

 

 

Source: pharmanewsintel.com/news 
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1. Salbutamol significantly increases cerebral perfusion in proof-of-concept trial      
        

In the Phase I trial, the beta-2 adrenoceptor agonist salbutamol significantly increased cerebral perfusion, a key 

biomarker in neurodegenerative disease.  

 

CuraSen Therapeutics Inc. has announced Phase I proof-of-principle data demonstrating that salbutamol, a drug 

currently approved to treat respiratory disease, significantly improved brain perfusion as measured by increased 

cerebral blood flow (CBF) in healthy subjects.  

 

According to the company, reductions in regional cerebral perfusion are an early sign of Alzheimer’s and other 

neurodegenerative diseases and are associated with reduced cognition, attention and mood. 

 

 

Source: europeanpharmaceuticalreview.com   
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2. Combining pacritinib with sirolimus-based GvHD prophylaxis may improve efficacy     

                                                                                                                               
 

Phase I results suggest adding pacritinib to sirolimus and low-dose tacrolimus could be beneficial in preventing graft-

versus-host disease (GvHD). Phase I trial data reveals pacritinib in combination with sirolimus and low-dose tacrolimus 

(PAC/SIR/TAC) has a promising safety profile and exhibited preliminary therapeutic activity in preventing acute graft-

versus-host disease (GvHD) after allogeneic hematopoietic cell transplantation (alloHCT). 

 

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. AstraZeneca provides an updates on safety of its Covid-19 vaccine based on 

scientific evidence                                                                                  
 

 

Following a recent concern raised around thrombotic events, AstraZeneca has now 

given its reassurance on the safety of its Covid-19 vaccine based on clear scientific 

evidence.  

 

Safety is of paramount importance and the company is continually monitoring the 

safety of its vaccine. 

 

A careful review of all available safety data of more than 17 million people vaccinated in the European Union (EU) and 

UK with Covid-19 Vaccine AstraZeneca has shown no evidence of an increased risk of pulmonary embolism, deep vein 

thrombosis (DVT) or thrombocytopenia, in any defined age group, gender, batch or in any particular country. 

 

Source: pharmabiz.com 
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4. New antibiotic clears multi-drug resistant gonorrhea in mice in single dose           
 

A new antibiotic compound clears infection of multi-drug resistant gonorrhea in mice in a single oral dose, according to 

a new study. The compound targets a molecular pathway found in bacteria but not humans and could lead to new 

treatments for gonorrhea and infections from other bacteria, such as tuberculosis and MRSA. 

 

Gonorrhea infects more than 500 thousand people in the United States each year, and several strains of the bacteria 

that causes the disease, Neisseria gonorrhoeae, are resistant to multiple antibiotics in use today. For this reason, the 

Centers for Disease Control and Prevention (CDC) lists multi-drug resistant gonorrhea as one of the five most dangerous 

urgent threats today. 

 

Source: sciencedaily.com 
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1. Eisai obtains Japanese marketing approval for Remitoro to treat r/r peripheral T-

cell lymphoma                                                                                         

 

Eisai announced that it has obtained manufacturing and marketing approval for the anticancer agent “Remitoro for 

intravenous drip infusion 300µg” (denileukin diftitox (genetic recombinant)) with the indications of relapsed or 

refractory (r/r) Peripheral T-cell Lymphoma (PTCL) and r/r Cutaneous T-cell Lymphoma (CTCL), in Japan. This agent 

was evaluated by the Ministry of Health, Labour and Welfare (MHLW) as a drug with high medical need at the “Study 

Group for Unapproved Drugs/Off-Label Drugs for High Medical Need”. Hence, Eisai has been working on the 

development of the agent thereof in Japan, and applied for manufacturing and marketing approval in March 2020, 

based primarily on data from a phase II clinical study (Study 205). Study 205 is a multicenter, open-label, single-arm 

phase II clinical study, conducted in Japan to evaluate the efficacy and safety of the agent in patients with relapsed or 

refractory PTCL or CTCL. 

   

 

Source: pharmabiz.com  
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2. Pemazyre approved for adult patients with cholangiocarcinoma in Europe        

 

The approval of Pemazyre® (pemigatinib) was based on Phase II trial results in which the treatment met its primary 
endpoint, demonstrating a 37 percent overall response rate. 

The European Commission (EC) has approved Incyte’s Pemazyre® (pemigatinib) for the treatment of adults with locally 

advanced or metastatic cholangiocarcinoma with a fibroblast growth factor receptor 2 (FGFR2) fusion or rearrangement 

that have progressed after at least one prior line of systemic therapy. The decision follows the European Medicines 

Agency (EMA)’s Committee for Medicinal Products for Human Use (CHMP) recommending the conditional marketing 

authorisation of Pemazyre in January 2021. 

 

 

Source: europeanpharmaceuticalreview.com   
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3. FDA approves Abecma, the first cell-based gene therapy for adults with multiple 

myeloma                                                                                                        
 

 

Abecma (idecabtagene vicleucel) was approved for adults with relapsed or refractory myeloma based on its 72 percent 

overall response rate in a trial. The US Food and Drug Administration (FDA) has approved Abecma (idecabtagene 

vicleucel), a cell-based gene therapy to treat adult patients with multiple myeloma who have not responded to, or 

whose disease has returned after, at least four prior lines (different types) of therapy. 

 

Abecma is the first cell-based gene therapy approved by the FDA for the treatment of multiple myeloma. 

 

“The FDA remains committed to advancing novel treatment options for areas of unmet patient need,” stated Dr Peter 

Marks, director of the FDA’s Center for Biologics Evaluation and Research. “While there is no cure for multiple 

myeloma, the long-term outlook can vary based on the individual’s age and the stage of the condition at the time of 

diagnosis. Today’s approval provides a new treatment option for patients who have this uncommon type of cancer.” 

 

Source: europeanpharmaceuticalreview.com 
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4. US FDA approves Astellas’ Myrbetriq for children with neurogenic detrusor 

overactivity                                                                 
 

Astellas Pharma announced that the US Food and Drug Administration (FDA) approved Myrbetriq (mirabegron extended-

release tablets) for the treatment of NDO in pediatric patients aged three years and older who weigh 35 kg or more, 

and Myrbetriq granules (mirabegron for extended-release oral suspension) for the treatment of neurogenic detrusor 

overactivity (NDO) in pediatric patients aged three years and older. The FDA also granted pediatric exclusivity for 

Myrbetriq, resulting in an additional six month period of market exclusivity. 

 

Myrbetriq and Myrbetriq granules are first-in-class to now be FDA-approved for children with NDO. Treatment options 

for NDO have been limited or invasive, including scheduled toileting, catheterization, or surgery. If left untreated, NDO 

can lead to the deterioration of urinary tract function at an early age. 

 

 

Source: pharmabiz.com/ 
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5.  TECHNOLOGY /NDDS 

1. Novel biobattery-powered microneedle patch enables delivery of large molecule 

drugs                                                                                                                      
 

 

The novel microneedle array uses electroosmotic flow and a series of interconnected  

micropores to deliver large molecules or extract of fluid samples. 

 

Researchers at Tohoku University have developed a biobattery-powered device capable of 

both delivering large molecule pharmaceuticals across the skin barrier and extracting 

interstitial fluid for diagnostic purposes. According to its developers, the organic drug 

delivery patch, which they are now working to make biodegradable could revolutionise the 

market. 

 

 
The microneedle array, which is smaller than the nail on your little finger, is composed of solid polymer-based ion-

conductive porous microneedles (PMN) modified with a charged hydrogel. The microneedles contain interconnected 

micropores, which allows them to either extract or inject fluid, including the large molecules of vaccines or potentially 

insulin. 

 

 

 

 

 

Source: europeanpharmaceuticalreview.com 
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6.  TECHNOLOGY /NDDS 

2. Using albumin could facilitate vaccination by inhalation, finds pre-clinical study   
 

  

MIT researchers developed and tested in mice intratracheal vaccines to protect against 
the vaccinia virus and the formation of lung cancer. 
 
Researchers have developed a new vaccination strategy to protect against viruses, such as 
SARS-CoV-2 (which causes COVID-19), that infect hosts via mucosal surfaces like the lining 
of the respiratory tract.  

 

In their pre-clinical study, the Massachusetts Institute of Technology (MIT) researchers demonstrated that their inhaled 

vaccination method can induce a strong memory T-cell response in the lungs of mice. Their strategy delivers a peptide 

vaccine modified to bind to albumin, a host protein naturally present in mucus, which can ferry the vaccine across the 

mucosal barrier to induce an immune response. 

 

 

 

 

 

 

Source: europeanpharmaceuticalreview.com 
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7.  TECHNOLOGY /NDDS 

3. Drug delivery system: Injections or light irradiation?              
 

A new concept of on-demand drug delivery system has emerged in which the drugs are automatically released from in 

vivo medical devices simply by shining light on the skin. 

 

This newly developed DDS allows nanoparticles to convert skin-penetrating near-infrared (NIR) light into visible light so 

that drug release can be controlled in medical devices installed in the body. These research findings were published in 

Nano Energy on March 1, 2021. 

 

 

 

Source: sciencedaily.com 
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8.  TECHNOLOGY /NDDS 

4. New Finnish company to develop a nasal spray vaccine for COVID-19         
 

A newly founded, Finnish academic spin-out company – Rokote Laboratories Finland Ltd. – is working to develop and 

bring to market a nasal spray vaccine targeting COVID-19. The vaccine is based on gene transfer technology developed 

by Academy Professor Ylä-Herttuala’s research group. According to the company, this technology has been successfully 

employed in clinical trials where gene therapies were used to treat cardiovascular diseases and cancer.  

 

The vaccine uses an adenovirus vector to deliver a cloned DNA strand. Intranasal delivery of the DNA causes 

nasopharyngeal cells to produce SARS-CoV-2 viral protein which induces an immune response.  

 

The vaccine performed well in in vivo studies with animal models and clinical testing is anticipated to start in Finland 

within a few months. (SARS-CoV-2 is the virus that causes COVID-19 disease.) 

 

 

 

Source: europeanpharmaceuticalreview.com 

 

 



 

 

 
 

 


