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 GLOBAL NEWS

1. US leads on drug device innovation but trails Europe on sustainability       

The US once again leads ‘drug delivery and device innovation’, but lags behind all major European nations on sustainability 
according to the results of Informa global drug delivery and packaging survey, with has released ahead of the first 
Pharmapack Europe to be held in nearly 18-months 

Pharmapack Europe, which will be held at Paris Expo, Porte de Versailles, 13-14 October (2021), is expected to welcome 
up to 5,000 people and 360 exhibiting companies. To enable access for those unable to attend in person, the event is 
being hosted in hybrid format, with online content and networking running from September 27 to October 22. 

“We are incredibly eager to welcome back the pharma packaging, drug delivery and devices community after a year in 

which pharma’s innovation has never been more prescient. Yet, our research also shows the pandemic has accelerated a 

number of important existing trends in terms of connected devices, sustainable supply chains and remote patient 

administration. What’s exciting is that that with Pharmapack returning, we can provide the vital connections the industry 

relies upon to drive forward innovations and supply chains in 2022 and beyond.” Sherma Ellis-Daal, brand manager for 

Pharmapack Europe.  

 

Source: pharmabiz.com 
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  GLOBAL NEWS 

2. Discovery of mechanics of drug targets for COVID-19          
 

A team of international researchers, including McGill Professor Stéphane Laporte, have discovered the working mechanism 

of potential drug targets for various diseases such as cancer, rheumatoid arthritis, and even COVID-19. The findings 

published in Molecular Cell uncover the inner workings of cell receptors that are involved in cancer progression and 

inflammatory diseases. 

 

"The complement system is an integral part of our body's defense mechanism against pathogenic attacks including viruses. 

When bacteria or viruses enter our body, the complement system is activated including two different membrane receptors 

called C5aR1 and C5aR2," says Arun Shukla, the Joy Gill Chair Professor at IIT Kanpur who spearheaded the study. "While 

activation of the complement system is essential to combat harmful pathogens, excessive and sustained activation leads 

to inflammation, even life-threatening conditions like the ones responsible for severe complications in COVID-19." 

 

Source: sciencedaily.com 
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  GLOBAL NEWS 

3. New Nanoparticle Developed For Intravenous Cancer Immunotherapy       

In searching for molecules that would augment the STING pathway, a team of scientists at the University of Michigan 

School of Pharmacy and the Rogel Cancer Center looked to nutritional metal ions, which we absorb from food, and are 

important for immune regulation. 

 

They found that adding the nutritional metal ion manganese to STING agonists boosted STING’s tumor-fighting capability 

up to 77-fold, compared to STING agonists used alone, said James Moon, the J.G. Searle Professor of Pharmaceutical 

Sciences and professor of biomedical engineering. 

 

When researchers added the manganese ions to STING agonists, they formed nano-sized crystals, which significantly 

increased cellular uptake of STING agonists and STING activation by immune cells. To develop a STING agonist for 

intravenous administration, the researchers coated these nanocrystals with a lipid layer (similar to those found in mRNA 

COVID19 vaccines), resulting in a nanoparticle system called CMP. 

 

Most STING agonists must be delivered directly into the tumor, but this isn’t suitable for metastatic cancers, a major 

cause of mortality. Even with intratumoral injections, conventional STING agonists are challenged by limited clinical 

response. 

 

Source: techilive.in   
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  GLOBAL NEWS 

4. Research identifies possible link between antibiotic use and breast cancer      

In a new study funded by Breast Cancer Now, scientists have identified a possible link between antibiotic use and the 
speed of breast cancer growth in mice. 

In this study, the research team used a cocktail of five antibiotics, and the broad-spectrum antibiotic cefalexin on its 
own, to investigate how disrupting a healthy balance of bacteria in the gut impacted breast cancer growth in mice. 

Researchers from the Quadram Institute and the University of East Anglia (UEA) discovered that treating mice with broad-
spectrum antibiotics increased the rate at which their breast cancer tumours grew. 

On top of that, they also identified an increase in the size of secondary tumours that grew in additional organs when the 

cancer spread. 

 

Source: pharmatimes.com   
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  PHARMA INDIA 

1. Registration of medical devices will benefit industry: DCGI              

The national drug regulator has assured the medical devices industry 
that the registration of medical devices will be beneficial for the 
industry itself and will help the regulator to pull out details of products 
if there are complaints registered by the users or hospitals. The 
transition of the medical devices regulation, from classification of the 
devices to licensing, would be smooth and the regulator will hand hold 
the industry in the initial stages. 
 
 

 

The Drug Controller General of India (DCGI), Dr V G Somani, spoke to the industry members in a recent interaction with 

the medical devices industry organised by the Association of Indian Medical Device Industry (AiMeD) and supported by 

Consultants Consortium of Chennai and IIT Kanpur, at a time when the voluntary registration for Class A & B medical 

devices comes to an end by September 30, 2021. 

 

According to sources, the regulator during the meeting assured the industry that the government is committed to see that 

supply chain and business continuity is not disturbed and access to medical products will remain priority. 

 

 

Source: pharmabiz.com   
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  PHARMA INDIA 

2. USFDA issues six observations post inspection of Biocon's              

 

 

Biotechnology major Biocon on Saturday said the US health regulator has issued six 

observations after the inspection of the manufacturing facility of its Malaysian subsidiary 

Biocon Sdn Bhd. The US Food and Drug Administration (USFDA) conducted an on-site pre-

approval inspection of the company's Malaysian subsidiary Biocon Sdn Bhd's manufacturing 

facility for Insulin Aspart between September 13 and September 24, Biocon said in a 

statement. 

 

"At the conclusion of the inspection, the agency has issued a Form 483 with a total of 6 observations across Drug Substance, 

Drug Product and Devices Facilities," 

 

Source: businesstoday.in   



 

7 

 
 

Volume 1 / October 2021 

  PHARMA INDIA 

3. Govt extends existing Foreign Trade Policy till March 2022        

The existing Foreign Trade Policy has been extended by six months to the end of March next year. According to a 
notification issued by Directorate General of Foreign Trade (DGFT) on September 28, 2021, the existing Foreign Trade 
Policy 2015-20 which is valid upto September 30, 2021 is extended upto March 31, 2022. 

Accordingly, the validity of existing Hand Book of Procedures, 2015-20 is extended upto March 31, 2022, stated a circular 
issued by DGFT. 

The government had earlier extended Foreign Trade Policy 2015-20 until September 30 this year due to the Covid-19 
crisis. 

On March 31, 2020, the government had extended the Foreign Trade Policy for one year till March 31, 2021 amid the 
coronavirus outbreak and the lockdown. 

The foreign trade policy provides guidelines to enhance exports to push economic growth and create jobs. Under Foreign 

Trade Policy, the government provides incentives under different schemes such as Duty Free Import Authorisation (DFIA) 

and Export Promotion Capital Goods (EPCG).  

 

Source: pharmabiz.com 
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  PHARMA INDIA 

4. GOVT TO AMEND SCHEDULE K OF DRUGS RULES 1945 TO EXEMPT ANTISEPTICS     

 

 

The Ministry of Health and Family Welfare (MoHFW) has issued draught rules proposing that 

the retail sale of liquid antiseptics be exempted from the requirement of a sale licence by 

amending Schedule K of the Drugs Rules, 1945, in response to the high demand for liquid 

antiseptics during the COVID 19 pandemic. 

 

Liquid antiseptics for domestic use will be included to Schedule-K of the Drugs and 

Cosmetics Rule 1945, according to the proposed guidelines. 

 

The medications listed in Schedule K are excluded from the requirements of Chapter IV of the Act and the Rules issued 

thereunder to the amount and subject to the conditions indicated in that Schedule, according to the Drug and Cosmetics 
Rules. 
 
This was in keeping with a proposal made by the Drugs Technical Advisory Board (DTAB) during its 86th committee 
meeting, which suggested modifying Schedule K of the Drugs Rules. 
As per the proposed amendment; 
 
In the Drugs Rules, 1945, in Schedule K, after serial number 38 and the entries relating thereto, the following serial 
number and entries shall be inserted, namely Class of Drugs    

 

Source: medicallyspeaking.in   
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1. CDSCO issues guidelines for registration of medical devices         

 

 

Medical devices in the Class A and B will fall under the licensing regime in a year from now, on 

October 1, 2022, while the Class C and D will come under the regime a year after that, 

according to the Central Drugs Standard Control Organisation (CDSCO). 

 

The document was issued by the Organisation to help the industry which has come out with 

several related queries, many of them basic FAQs, even as the mandatory registration for Class 

A and B are expected to start in a few days now. 

 

In a guidance document issued for manufacturers and importers for voluntary and mandatory registration of medical 

devices, the Organisation said that the registration of Class A, B, C and D devices has been kept voluntary for a period of 

18 months with effect from April 1, 2020, till September 30, 2021. 

 

Voluntary registration of Class A and B devices shall be followed by mandatory registration for 12 months after the 18 

months of Voluntary registration period is over, that is up to September 30, 2022. 

 

"From October 1, 2022 Class A & B devices will fall under licensing regime," said the guidance document. 

 

Source: pharmabiz.com   
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  REGULATORY ROUND-UP 

2. NICE backs Opdivo for head and neck cancer            

  

 

The National Institute for Health and Care Excellence (NICE) has recommended Bristol Myers 

Squibb’s (BMS) immunotherapy Opdivo (nivolumab) for routine use on the NHS as a treatment 
for metastatic and recurrent head and neck cancer. 
 
In January, NICE published draft guidance in which it turned down Opdivo for the treatment 
of recurrent or metastatic squamous cell carcinoma of the head and neck (SCCHN) after 
platinum-based chemotherapy. 

 

At that time, NICE said evidence collected in the clinical trial of Opdivo and through its own Cancer Drugs Fund (CDF) 

showed that people with SCCHN live longer when treated with BMS’ drug lived longer than with one of three possible 

treatments in the comparator arm 

 

Source: pharmatimes.com   
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3. NICE recommends life-extending urothelial cancer treatment       

 

People with advanced or metastatic urothelial cancer will soon have access to a new treatment option following a NICE 

recommendation. Final draft guidance from NICE is set to arrive on Friday 1 October for the intravenous injection. 

 

The life-extending drug, atezolizumab, is recommended for people unsuitable for platinum containing chemotherapy, and 

whose tumour expresses PD-L1 at a level of 5% and above. 

 

The decision for the treatment, also known as Tecentriq and made by Roche, was made in conjunction as part of the 

Cancer Drugs  Fund and under the managed access agreement. Approved in the US, EU, and a number of countries in the 

world it is used for non-small cell and small cell lung cancer, certain types of metastatic urothelial cancer. 

 

Source: pharmatimes.com 
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4. UK – NICE changes its mind on Janssen’s Erleada           

NICE published draft guidance rejecting Erleada combined with androgen deprivation therapy (ADT) for treating hormone-

relapsed prostate cancer who are at high risk of the cancer spreading (nmHRPC), or hormone-sensitive prostate cancer 

that has already metastasised (mHSPC). 

 

Current treatment for hormone-relapsed non-metastatic prostate cancer is ADT, alone or with darolutamide (another 

androgen receptor inhibitor). 

 

Meanwhile, current treatment for hormone-sensitive metastatic prostate cancer is docetaxel (a chemotherapy drug) plus 

ADT or ADT alone for people who cannot take docetaxel. 

 

Source: ris.world   
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1. Moderna to collaborate with AbCellera             

 

 

Moderna has announced a collaboration with AbCellera to 
develop therapeutics antibodies for use across multiple, 
undisclosed indications. 

The multi-year, multi-target research collaboration will use 
AbCellera’s AI-powered antibody discovery platform to 
search and analyse natural immune responses to identify 
therapeutic antibodies against up to six targets, selected by 
Moderna. 

 

 

AbCellera’s platform will be combined with Moderna’s mRNA technology platform in a bid to accelerate the development 

of mRNA-encoded antibody therapeutics. Under the terms of the agreement, Moderna will retain rights to develop and 

commercialise antibodies developed as part of the collaboration. 

 

Source: pharmatimes.com 

  



 

14 

 
 

Volume 1 / October 2021 

  MERGERS /ACQUISITIONS /COLLABORATIONS 

2. Sanofi completes acquisition of Translate Bio            

 

 

Sanofi announced today the completion of its acquisition of Translate Bio, further 

accelerating the company’s efforts to develop transformative vaccines and therapies using 

mRNA technology. The acquisition adds a critical pillar to the company’s mRNA Center of 

Excellence which aims to unlock the potential of next-generation mRNA vaccines and other 

strategic areas such as immunology, oncology, and rare diseases. 

 

The tender offer for all of the outstanding shares of Translate Bio common 

stock expired as scheduled at one minute after 11:59 p.m., Eastern Time, on 

Monday, September 13, 2021. The minimum tender condition and all of the 

other conditions to the offer have been satisfied and on September 14, 2021, 

Sanofi accepted for payment and will promptly pay for all shares validly 

tendered and not validly withdrawn.  

 

Following its acceptance of the tendered shares, Sanofi completed its acquisition of Translate Bio through the merger of 

a wholly owned subsidiary of Sanofi with and into Translate Bio, pursuant to Section 251(h) of the General Corporation 

Law of the State of Delaware, with Translate Bio continuing as the surviving corporation and becoming an indirect, wholly 

owned subsidiary of Sanofi. 

 

Source: sanofi.com 
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  MERGERS /ACQUISITIONS /COLLABORATIONS 

3. Sun Pharma's Japan-based subsidiary sells entire shareholding in Kayaku to Shinshin 

Pharma                    

 

 

Sun Pharma, step-down subsidiary, Sun Pharma Japan has sold entire shareholding in Kayaku 

Co. Ltd to Shinshin Pharmaceutical for a total consideration of JPY 353,983,400. 
 
From September 01, 2021, Kayaku has ceased to be the subsidiary of Sun Pharma. 
 

Sun Pharma said that the subsidiary company, Kayaku Co. Ltd whose entire shareholding is 

sold to the buyer comprised a factory at Tokorozawa and its related assets and liabilities. It 

is engaged in the business of manufacturing pharmaceutical products for external 

pharmaceutical companies. 

 

Furthermore, the other business of Kayaku comprising the Saitama Factory and products manufactured thereat were 

carved out of Kayaku with effect from 1st September 2021 and transferred to Sun Pharma Japan Technical Operations 

Limited, a new subsidiary of Sun Pharma Japan set up for the purpose. 

 

Source: indiainfoline.com   
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4. GSK’s ViiV Healthcare agrees new deal with Shionogi to develop promising HIV drugs 

                      
 

 

ViiV Healthcare, global specialist HIV company owned by 

GlaxoSmithKline (GSK), has announced an exclusive collaboration 
with Shionogi & Co Ltd (Shionogi) to develop a third-generation HIV 
integrase inhibitor (INSTI), with potential for ultra-long-acting dosing 
intervals. 
 
Under the terms of the agreement, ViiV Healthcare will make an 

upfront payment of £20 million to Shionogi, a £15 million payment for 

the achievement of a clinical development milestone and royalties on 

net sales. Shionogi will make capped contributions to the 

development. 
 

 

 

Source: pharmatimes.com 
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1. Zydus Cadila arm receives US FDA approval for sitagliptin base        

 
Zydus Cadila announced that its subsidiary has received tentative approval from the United States Food and Drug 

Administration (FDA) for its new drug application for sitagliptin base 25, 50 and 100mg tablets. 

 

Zydus’ Sitagliptin base contains the active moiety sitagliptin in a different form than used in the branded reference 

product, Januvia (sitagliptin phosphate). 

 

 

On October 31, 2020, Zydus filed a New Drug Application (NDA) under Section 
505(b)(2) of the Federal Food and Drug Cosmetic Act (FD&C Act) with the United 
States Food and Drug Administration (FDA) seeking approval to market sitagliptin 

base 25, 50 and 100 mg tablets. 
 
Zydus’ NDA received tentative approval upon completion of the first review cycle 
on September 2, 2021. 

 

 

 

Source: pharmabiz.com 
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2. Glenmark to launch Ryaltris® in 13 UK and EU countries         

 

 

Glenmark Pharmaceuticals has announced that it has received marketing approval for its 

fixed-dose combination nasal spray, Ryaltris, in 13 countries across the UK and EU. The spray 
will launch directly in the markets of the Czech Republic, Slovakia, Poland, and the UK, 
Glenmark said in a statement. 
 
Ryaltris relieves the symptoms of allergic rhinitis, including stuffy nose, runny nose, nasal 

itching, sneezing, as well as itchy, red, and watery eyes. 

 

 

Source: pharmatimes.com 

  



 

19 

 
 

Volume 1 / October 2021 

  DRUGS: APPROVALS AND LAUNCHES 

3. Pfizer’s Cibinqo receives UK MHRA marketing approval          

 

 

Pfizer Inc. announced that the UK Medicines and Healthcare products Regulatory 

Agency (MHRA) has granted Great Britain marketing authorization for Cibinqo 

(abrocitinib), an oral, once-daily, Janus kinase 1 (JAK1) inhibitor, for the treatment 

of moderate to severe atopic dermatitis (AD) in adults and adolescents aged 12 years 

and over, who are candidates for systemic therapy. Abrocitinib is licensed in Great 

Britain in recommended doses of 100mg and 200mg. This is the first marketing 

authorization worldwide for this treatment. 

 

“We welcome the MHRA’s authorization of abrocitinib to treat people with moderate to severe atopic dermatitis. This is 

an important development for people in Great Britain who have moderate to severe disease and need innovative treatment 

options,” said Angela Hwang, Group President, Pfizer Biopharmaceuticals Group. “Following marketing authorization, our 

priority now is to work with NICE and the Scottish Medicines Consortium (SMC) to ensure routine access so that patients 

with moderate to severe AD can benefit from this important treatment.” 

 

Source: pharmabiz.com   
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  DRUGS: APPROVALS AND LAUNCHES 

4. FDA approves Exelixis’ Cabometyx              

 
The US Food and Drug Administration (FDA) has approved Exelixis’ Cabometyx (cabozantinib) for the treatment of patients 

with previously treated radioactive iodine-refractory differentiated thyroid cancer (DTC). 

 

 

DTC is usually treated with surgery, followed by the removal of the remaining 
thyroid tissues with radioiodine. However, approximately 5% to 15% of cases 
are resistant to radioiodine treatment, with these patients carrying a life 
expectancy of only three to five years from the time metastatic lesions are 
detected. 
 
Previously, Exelixis announced that a clinical trial evaluating Cabometyx in 

this tough-to-treat population met one of the two primary endpoints of 

significant improvement versus placebo in progression-free survival (PFS). 

 

Source: pharmatimes.com 
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1. Bayer begins OASIS phase III of elinzanetant to treat vasomotor symptoms during 

menopause                  

Bayer, a global leader in women’s healthcare, announced that it started the phase III clinical development programme 

OASIS, which aims to evaluate the efficacy and safety of the investigational compound, elinzanetant for the treatment 

of vasomotor symptoms during menopause. elinzanetant is currently under development as a potential non-hormonal, 

once-daily, oral, dual neurokinin-1,3 receptor antagonist. 

In September 2020, Bayer completed the acquisition of KaNDy Therapeutics Ltd., a UK clinical-stage biotech company, 

and fully integrated elinzanetant into its women’s healthcare development pipeline.  

 

“Based on the positive phase II data, we are very pleased to now start the phase III programme with the investigational 

compound elinzanetant to help address vasomotor symptoms women experience during menopause. With our OASIS 

clinical development program, we are aiming to address an important unmet medical need in women,” said Yesmean 

Wahdan, vice president of medical affairs for Bayer’s Women’s Healthcare. “Investing in new products for women’s health 

concerns reflects our “We’re For Her” mission and we are excited about this important milestone.”  

 

Source: pharmabiz.com   
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2. UK trial to evaluate existing drugs for secondary breast cancer        

 

A new UK-based clinical trial will evaluate existing cancer drugs as potential treatments for women living with metastatic 

breast cancer. 

 

The study, led by professor Janet Brown at the University of Sheffield and run by the Clinical Trials Research Unit at the 

University of Leeds, will evaluate radium-223 and avelumab – marketed as Bavencio by Pfizer and Merck KGaA – for the 

treatment of patients with oestrogen receptor-positive HER2-negative breast cancer that has spread to other parts of the 

body. 

 

The researchers will analyse if this treatment combination leads to an improved immune response to secondary breast 

cancer in the bones and other sites in the body. 

 

The trial is being funded by The Breast Cancer Now Catalyst Programme – as part of the programme, Pfizer has provided 

Breast Cancer Now with funding through an independent medical research grant and provided the charity’s researchers 

with access to several of the company’s medicines. 

 

Source: pharmatimes.com 
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3. ENHERTU® Reduced the Risk of Disease Progression or Death by 72%       

 

 

Detailed positive results from the head-to-head DESTINY-Breast03 phase 3 trial showed that 

ENHERTU® (trastuzumab deruxtecan), the Daiichi Sankyo Company, Limited (hereafter, 

Daiichi Sankyo) and AstraZeneca HER2 directed antibody drug conjugate (ADC), 

demonstrated superior progression-free survival (PFS) versus trastuzumab emtansine (T-

DM1), a HER2 directed ADC currently approved to treat patients with HER2 positive 

unresectable and/or metastatic breast cancer previously treated with trastuzumab and a 

taxane. Results were presented as the first late-breaking presentation (#LBA1) in the ESMO 

Presidential Symposium at the European Society for Medical Oncology (#ESMO21) 2021 

Virtual Congress. 

 

At a pre-specified interim analysis of DESTINY-Breast03, ENHERTU demonstrated a 72% reduction in the risk of disease 

progression or death compared to T-DM1 (hazard ratio [HR] = 0.28; 95% CI: 0.22-0.37; p=7.8x10-22). After 15.5 and 13.9 

months of follow-up in the ENHERTU and T-DM1 arms respectively, the median PFS for patients treated with ENHERTU 

was not reached (95% CI: 18.5-NE) compared to 6.8 months for T-DM1 (95% CI: 5.6-8.2) as assessed by blinded independent 

central review (BICR). In the key secondary endpoint analysis of PFS assessed by investigators, patients treated with 

ENHERTU experienced a three-fold improvement in PFS of 25.1 months (95% CI: 22.1-NE) compared to 7.2 months (95% 

CI: 6.8-8.3) for T-DM1 (HR=0.26; 95% CI: 0.20-0.35; p=6.5x10-24). A consistent PFS benefit was observed in key subgroups 

of patients treated with ENHERTU, including those with a history of stable brain metastases. 

 

There was a strong trend towards improved overall survival (OS) with ENHERTU (HR=0.56; 95% CI: 0.36-0.86; p=0.007172), 

however, this analysis is not yet mature and is not statistically significant. Nearly all patients treated with ENHERTU were 

alive at one year (94.1%; 95% CI: 90.3-96.4) compared to 85.9% of patients treated with T-DM1 (95% CI: 80.9-89.7). 

 

Source: businesswire.com 
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4. Clinical trial results show Pfizer Covid-19 jab safe for children aged 5-11      

 

 

Pfizer and BioNTech on Monday said trial results showed their coronavirus 

vaccine was safe and produced a robust immune response in children aged 

five to 11, adding that they would seek regulatory approval shortly. 

 

The vaccine would be administered at a lower dosage than for people over 
12, they said. "In participants five to 11 years of age, the vaccine was safe, 
well tolerated and showed robust neutralising antibody responses," US giant 
Pfizer and its German partner said in a joint statement. 
 

They plan to submit their data to regulatory bodies in the European Union, the United States and around the world "as 

soon as possible". 

 

The trial results are the first of their kind for children under 12, with a Moderna trial for six-11 year olds still ongoing. 

Both the Pfizer and Moderna jabs are already being administered to adolescents over 12 and adults in countries around 

the globe. 

 

Source: hindustantimes.com 
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1. FDA Grants Breakthrough Designation for Eli Lilly’s Diabetes Drug       

 

 

FDA recently granted Breakthrough 

Designation for Eli Lilly & Company and 

Boehringer Ingelheim’s diabetes drug, 

Jardiance, as an investigational 

treatment for adults with heart failure 

with preserved ejection fraction 

(HFpEF). 
    

 

The agency based its decision on results from the landmark EMPEROR Preserved Phase 3 trial, which enrolled 5,988 

individuals with heart failure. 

 

Participants randomly received Jardiance 10 milligrams or placebo once daily. About 4,005 patients in the trial had a left 

ventricular ejection fraction (LVEF) of 50 percent or more, and 1,983 had an LVEF below 50 percent. 

 

Overall, Jardiance elicited a 21 percent relative risk reduction for the composite primary endpoint of cardiovascular death 

or hospitalization for heart failure compared to placebo.    

 

Source: pharmanewsintel.com   
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2. Court clarifies law on pharma patent claims           

 

Pharmaceutical manufacturers that claim patent rights over multiple compounds on the basis of a general formula will 

welcome a new ruling by the Court of Appeal in London, experts in patent litigation have said.  
 
Sarah Taylor and Nicole Jadeja of Pinsent Masons, the law firm behind Out-Law, were commenting after the court 
considered the standards of disclosure that apply to complex pharmaceutical patents, and in particular those patents 
which contain claims with functional features and mixed structural/functional features.  
 
Disclosure requirements are a feature of patent law. They are designed, among other things, to ensure that people can 

understand what the scope of a patent is and what invention it claims. 

 

Source: pinsentmasons.com   
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3. AbbVie Helps to Advance Gene Therapy for Chronic Retinal Diseases       

 

 

AbbVie and Regenxbio recently partnered to develop and commercialize 

RGX-314, a potential one-time gene therapy to treat various chronic retinal 
diseases.  
Researchers are currently evaluating RGX-314 in patients with wet age-

related macular degeneration (wet AMD) in a pivotal trial utilizing 

subretinal delivery and in patients with wet AMD and diabetic retinopathy 

(DR) in two separate Phase 2 trials using in-office suprachoroidal delivery. 

Under the collaboration, Regenxbio will be responsible for completing the ongoing trials, while AbbVie and Regenxbio will 

collaborate and share costs on additional gene therapy trials. 

 

Source: pharmanewsintel.com 
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4. Pharma Companies Challenge Federal Plans to Lower Drug Pricing       

 

PhRMA member companies encourage Congress to abandon old partisan ideas on drug pricing and pursue policies that 

address patients out of pocket costs, according to a new official letter.  

 

The companies supporting the letter include Eli Lilly and Company, Takeda Pharmaceuticals, Novartis, AbbVie, Amgen, 

AstraZeneca, Bayer, Biogen, Bristol Myers Squibb, Gilead, Merck, Pfizer, and Sanofi.  

 

Government price “negotiation” gives the government the power to set the price of medicine and decide what medicines 

a patient is able to get. This type of price negotiation is the “wrong approach to fix the healthcare system,” the companies 

stressed in the letter.   

 

Source: pharmanewsintel.com 
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1. Researchers At Stanford Develop Engineered 'mini' CRISPR Genome Editing System 

    

CRISPR gene editing is often compared to molecular scissors since it removes specific DNA segments. Stanley Qi, an 

assistant professor of bioengineering at Stanford University, says it's time to reinvent CRISPR as a Swiss Army knife, even 

though he likes the analogy. 

 

"CRISPR can be as simple as a cutter, or more advanced as a regulator, an editor, a labeller or imager. Many applications 

are emerging from this exciting field," said Qi,  who is also an assistant professor of chemistry and systems biology at 

Stanford School of Medicine and a Stanford ChEM-H institute scholar. He recently published an article in the journal 

Molecular Cell on the topic. He recently published an article in the journal Molecular Cell on the topic. 

 

For gene therapy of eye, liver, and brain illnesses, there are a number of distinct CRISPR systems in use or being 

investigated in clinical trials. But all of these CRISPR systems suffer from a common flaw: they're too big to transfer into 

living animals. 

 

Source: republicworld.com 
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2. Rheumatoid arthritis treated with implanted cells that release drug       

With a goal of developing rheumatoid arthritis therapies with minimal side effects, researchers at Washington University 
School of Medicine in St. Louis have genetically engineered cells that, when implanted in mice, will deliver a biologic 
drug in response to inflammation. 

The engineered cells reduced inflammation and prevented a type of damage to bone, known as bone erosion, in a mouse 

model of rheumatoid arthritis. The research team's ultimate aim is to develop therapies for people coping with rheumatoid 

arthritis, a debilitating condition that affects about 1.3 million adults in the United States. 

 

 

Source: sciencedaily.com 
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3. Research Reveals Drug Targets for Memory Enhancement         

 

Bristol-led research has identified specific drug targets within the neural circuits that encode memories, paving the way 

for significant advances in the treatment of a broad spectrum of brain disorders. 

 

Loss of memory is a core feature of many neurological and psychiatric disorders including Alzheimer’s disease and 

schizophrenia. Current treatment options for memory loss are very limited and the search for safe and effective drug 

therapies has, until now, had limited success. 

 

The findings, published in Nature Communications, identify specific receptors for the neurotransmitter acetylcholine that 

re-route information flowing through memory circuits in the hippocampus. Acetylcholine is released in the brain during 

learning and is critical for the acquisition of new memories. Until now, the only effective treatment for the symptoms of 

cognitive or memory impairment seen in diseases such as Alzheimer’s is using drugs that broadly boost acetylcholine. 

 

Source: scitechdaily.com 
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4. A tool to interrogate a new class of drugs            

Reactive electrophilic drugs like Tecfidera, approved for the treatment of relapsing multiple sclerosis, show a lot of 

potential but are also mystery. Their effects are notoriously difficult to study, which hampers progress testing and 

approving them. EPFL scientists have now used an innovative chemical method to uncover the biological mechanisms of 

Tecfidera, providing a powerful tool for exploring other reactive electrophilic drugs. 

 

The active ingredient of Tecfidera is dimethyl fumarate, a compound that is thought to modulate the immune system, 

thus acting as an anti-inflammatory that alleviates the symptoms of multiple sclerosis. 

 

 

Source: sciencedaily.com 

 



 

 

 
 

 


