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1. NDA filed for FDC eye-drops to treat glaucoma          

 

Aerie Pharmaceuticals has confirmed that it has submitted the New Drug Application (NDA) 

for Roclatan (netarsudil/latanoprost ophthalmic solution), a fixed-dose combination (FDC) 

once-daily eye drops, to the US Food and Drug Administration (FDA). This FDC is intended for 

the treatment of glaucoma via lowering intraocular pressure (IOP). Aerie Pharmaceuticals is 

expected to launch Roclatan drops in the US in the first half of 2019. 

 

The main reason of non-compliance in glaucoma patients is that the patients are not 

comfortable taking both the drugs one after the other. This new once-daily FDC of the eye 

drop will decrease the burden of taking multiple drugs in a day.  

 

Roclatan was well-tolerated and has shown clinically significant effects specifically in lowering down IOP with reduced 

safety concerns (most commonly hyperemia) as compared to latanoprost and Rhopressa monotherapies in a Phase III 

clinical study.  

 

Source: pharmaceutical-technology.com 
  

https://www.biospace.com/employer/401530/food-and-drug-administration-fda-/
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2. NIH grants $5.5 million to Cidara Therapeutics and Rutgers University       

 
Cidara Therapeutics, Inc., a biotechnology company developing novel anti-infectives 

including immunotherapies, today announced that it and Rutgers University have 

been awarded a five-year, $5.5 million partnership grant from the U.S. National 

Institute of Allergy and Infectious Diseases (NIAID) of the National Institutes of Health 

(NIH). 

 

Under this grant, there will be continued research and development with the 

innovative Cloudbreak antibody-drug conjugate (ADC) platform of Cidara. This 

system will be used to identify new immunotherapies for preventing and treating 

high risk serious and life-threatening multi-drug resistant (MDR) Gram-negative bacterial infections. This system will 

work as a single molecule and will pair potent antimicrobials with the agents. This leads to redirection of the immune 

system resulting in destruction of bacterial, fungal and viral pathogens. 

 

David S. Perlin, the executive director and professor at Public Health Research Institute, will lead the research phase of 

the grant and will serves as the principal investigator. The grant will cover the initial preclinical development activities 

that will be conducted at Rutgers University. The early studies have shown that ADC has promising effects in this 

disease condition and development of the innovative Cloudbreak system. 

 

Source: businesswire.com 
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3. Cell types causing schizophrenia identified           

 
Schizophrenia is a highly destructive disease and it causes great suffering. Scientists at Karolinska Institute in Sweden 

and University of North Carolina, USA, have identified the cells responsible for causing schizophrenia. Their research is 

published in the journal „Nature Genetics‟. Their findings will create a platform to discover newer therapies.  

 

By combining new maps of all the genes used in different cell types in the brain with detailed lists of the genes 

associated with schizophrenia, scientists in the current study could identify the types of cells that underlie the disorder. 

The genetics point towards certain cell types being much more implicated than others. One finding was that there 

appears to be a few major cell types contributing to the disorder, each of which originates in distinct areas of the 

brain. 

 

This study was funded by the Swedish Research Council, StratNeuro, the Wellcome Trust, the Swedish Brain Foundation, 

the Swiss National Science Foundation, and the US National Institute of Health. The genetic results of schizophrenia 

were generated with the help of the Medical Research Council Centre, Program Grant and Project Grant, and funding 

from the European Union‟s Seventh Framework Programme for research, technological development and demonstration 

(CRESTAR Consortium). 

 

Source: indiatimes.com 

 

   

https://health.economictimes.indiatimes.com/tag/university+of+north+carolina
https://health.economictimes.indiatimes.com/tag/nature+genetics
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4. Leukemia can be triggered by genetic ‘hit’ after bacterial or viral infections    

  
Childhood leukaemia is a rare disease. A Landmark paper published in Nature Reviews Cancer showed that acute 

lymphoblastic leukaemia (ALL) can be triggered in childern who are genetically pre-disposed to this disease and also 

when they are exposed to bacterial or viral infections.   

 

According to Proffessor Greaves, the causes for leukemia other than gene mutation in the womb, are - exposure to one 

or more common infections leading to a genetic change. 

 

He further stated that pre-leukaemia mutation is present in one in 20 children born, out of these children with pre-

lukemia mutation, 1% develop leukaemia. He also evaluated a wide range of published studies from pre-clinical to 

larger clinical studies and confirmed that the genetic „hit‟ caused by infection may lead to ALL. These results are 

confirmed from a case study that shows the children affected with swine flu were later diagonsed to have cancer.  

 

Source: independent.co.uk  
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1. ‘ADR PvPI’ App to integrate with global regulators to enhance          

 pharmacovigilance 
 

The Government of India is planning to integrate its “ADR PvPI” mobile application, an application to report adverse 

drug reactions (ADR), with global regulatory agencies to enhance pharmacovigilance (PV) in order to bring improvement 

in the drug quality and patient safety. 

 

This mobile app will have administrative control over data with Indian Pharmacopoeia Commission (IPC), which will act 

as the National Co-ordinating Centre(NCC) for PvPI. With the help of this app, ADR lab investigation reports and related 

images can be attached for signal detection and clinical assessment in a user-friendly manner.   

 

Recently, there have been many amendments in the Drugs and Cosmetics Rules, 1945, and with an order by the Union 

health ministry to all states and Union Territories of India, PV science has broadened its area and become a priority. 

 

Source: pharmabiz.com 
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2. DCGI to roll out unique codes for identification of drug formulations       

 
The Drugs Technical Advisory Board (DTAB), which comes under Union Health Ministry, has 

approved the Drug Controller General of India‟s (DCGI) proposal for introducing a unique 

code to be displayed on drug packs whether it is a strip, vial or bottle for ensuring the 

authenticity of the medicines. This unique code display will help in eliminating spurious 

drugs from the domestic market.  

 

According to this approved proposal, ~300 brand manufactures have to print a 14 digit 

alphanumeric code on medicine packs along with contact numbers, which will be unique for specific pack either printed  

on strip, vial or bottle. The drug buyers need to text this code to the number provide and they would receive all details 

of the manufacturer such as name, batch number, manufacturing date and expiry date of the respective medicine. 

 

As patients find difficulty in identifying the manufacturer details to conclude whether the given drug is authentic or 

not, this 14-digit alphanumeric code will help to avoid spurious drugs. According to a survey from 2014-2016 by the 

Central Drug Standard Control Organization (CDSCO), 3.16% of total samples were found to be sub-standard in quality 

while 0.02% drugs were found to be spurious.   

      
Source: pharmabiz.com 
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3. Glenmark submits NDA for FDC nasal spray to manage allergic rhinitis       

 
Glenmark Pharmaceuticals has submitted a New drug application (NDA) to the US Food & 

Drug Administration (FDA) for its investigational nasal spray Ryaltris (olopatadine 

hydrochloride [665 mcg] and mometasone furoate [25 mcg]), formerly known as GSP 301 

nasal spray, which is a fixed dose combination of an antihistamine and a steroid for the 

treatment of seasonal allergic rhinitis (SAR) in patients aged 12 years or more.  

 

The USFDA will evaluate the NDA submission within 60 days. If NDA submission is 

accepted, then the target action date for the Prescription Drug User Fee Act (PDUFA) will be assigned. Ryaltris has been 

conditionally accepted by the USFDA as the brand name. 

 

This nasal spray has been studied in >4,000 patients in seven different trials.  

 

Source: pharmabiz.com 
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4. DCGI planning to introduce vaccine specific regulatory policy       

 
A vaccine specific regulatory policy and a manual on for regulatory requirements for commercialization of new drug and 

how clinical trials should be conducted in India are underway by the Drugs Controller General of India (DCGI).  

 

The DCGI would first release the vaccine specific regulatory policy, which will guide to manufacture indigenously-

produced vaccines. The DCGI has listed the steps on how they will proceed for the same.  

 

They are also planning to introduce a manual on procedure for conducting clinical trials in India. The DCGI is in the 

process of making new regulations for conducting clinical trials. 

 

They will also set the approval timelines by the DCGI office - 30 days will be maximum timeline for giving response to 

the applications. If response is not received within 30 days, the application will be deemed approved. 

  

Source: indiatimes.com  

https://health.economictimes.indiatimes.com/tag/drugs+controller+general+of+india
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1. Two final and one new draft guidances issued by the FDA        
 

The sponsors who are looking for the development of products for treating or preventing acne vulgaris and 

hypogonadotropic hypogonadism can now use the final guidances published by the US Food and Drug Administration 

(FDA).  

 

Also, FDA has published a new draft guidance on the treatment and prevention of cytomegalovirus in the system 

transplant patients (SOT) or hematopoietic stem cell transplantation (HSCT) patients. 

  

These guidances focus more on the considerations for drug development in the treatment of these conditions which 

include preclinical research factors, study inclusion/exclusion criteria, efficacy endpoints and study flow. 

  

Source: www.raps.org 
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2. Regulatory controls over software used in blood establishments eased     

 

The US Food and Drug Administration (FDA) has proposed a new rule to categorize blood 

establishment computer software (BECS) and accessories into class II.  

  

The BECS software is defined as a software program which is “intended for use in the 

manufacture of blood and blood components or for the maintenance of data that blood 

establishment personnel use in making decisions regarding the suitability of donors and the 

release of blood or blood components for transfusion or further manufacture” as per FDA guidance released on 11 May 

2005. 

 

As this BECS software is related to blood or blood components and used in high-risk indications, the FDA had released 

this guidance. The guidance has pre-market submission contents for the software used in medical devices and 

assocaited risks can be minimized as the guidance has details about how to do a hazard analysis and includes a 

traceability matrix for the software which should be followed as per 510 (k). As these steps will decrease the risks, it 

will encourage to spur innovations for developing software as medical devices (SaMD).  

 
Source: www.raps.org 
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3. FDA finalized guidance for bioanalytical method validation        

 
The US Food and Drug Administration (FDA) has finalized the guidance for companies in validation process of 

bioanalytical methods which are used during human clinical pharmacology, bioavailability (BA) and bioequivalence (BE) 

studies and is necessary for the pharmacokinetic, toxicokinetic or biomarker concentration evaluations.  

 

Between the draft and the final guidance, the difference was that the final guidance has some changes in the text; the 

title of Section III was changed from “Chromatographic methods” to “Bioanalytical method development and 

validation,” as well as there is addition of new sections in chromatographic assays (CCs) and ligand binding assays (LBAs) 

parameters resulting the addition of 10 more pages to that was present in the draft guidance. 

 

The guidance was first issued in 2001 following with this revised guidance in 2013. This guidance has reliable data as it 

has addressed the key questions such as, if the method measures the study analyte, then the data obtained has 

accuracy and precision; in what range data is considered reliable; and also by which way, parameters such as sample 

collection, its handling and storage of data affects the reliability of the data. 

Source: www.raps.org 
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4. FDA names out innovator Pharma companies preventing generic makers to     

 obtain samples  

 
The US Food and Drug Administration (FDA) posted a list of makers of brand-name drugs who are blocking the requests 

of generic manufactures seeking their samples. The pharma companies fight for patent extensions, seek new uses for 

old products and, sometimes, prevent generic drug companies from obtaining samples. 

 

In view to reduce the cost of prescribing drugs, FDA will take some steps to ensure the supply of samples to generic 

drug companies from branded manufacturers. 

  

FDA has received more than 150 requests complaining about the branded drug manufactures not giving samples. These 

samples are needed for generic drug makers to develop new therapies for the disease indications and about 1,000 and 

5,000 samples are needed for the clinical trials procedure. The list of the branded companies by FDA includes Roche, 

Novartis, Cubist Pharmaceuticals, Jazz Pharmaceuticals, BioMarin Pharmaceuticals, Gilead Sciences, Inc. and other 50 

more companies.  

 

Source: biospace.com   

https://www.biospace.com/employer/401530/food-and-drug-administration-fda-/
https://www.biospace.com/employer/44679/roche/
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1. Evotec collaborates with Celgene for new research in oncology       

 
Celgene Corporation and Evotec AG have collaborated for the development of new cancer drugs. Evotec has built one of 

the industry's broadest and most innovative pre-clinical discovery and development platforms. Evotec also has 

developed an industry- leading phenotypic screening platform with unique compound libraries and associated target 

deconvolution capabilities. 

 

The companies under this deal will initially focus on solid 

tumors based on the aforementioned capabilities of Evotec. 

Celgene will pay Evotec $65 million upfront for the exclusive 

opt-in rights to license worldwide rights to all programs 

developed within this collaboration. 

 

In 2016, Celgene and Evotec collaborated for research-and-development into neurodegenerative diseases; the research 

was focused into pluripotent stem cell (iPSC) screening platform. In that partnership, Evotec received $45 million 

upfront and the possibility of receiving up to $250 million in milestones. 

 

Source: biospace.com 

  

https://www.biospace.com/employer/207792/celgene/
https://www.biospace.com/employer/517160/evotec-ag/
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2. Bioasis collaborates with Wuxi Biologics for XB
3
-001 development       

 
Bioasis Technologies Inc. and WuXi Biologics announced collaboration for the 

development and manufacturing of xB3-001, the company‟s lead investigational 

candidate to treat brain cancer.  

 

Bioasis is a biopharmaceutical company who is developing xB3 to provide a 

technological platform for the novel delivery of drug treatment across the blood 

brain barrier (BBB).  

 

WuXi Biologics is a global company providing development and biologics drug discovery and manufacturing platform. 

Through this partnership Bioasis, will have access to WuXi Biologics‟ extensive expertise in technologies i.e., cell line 

development, process development, purification process and formulation. WuXi Biologics will focus on ensuring that a 

drug candidate has optimal formulation, stability and exceptional quality.  

 

Source: prnewswire.com 

 

  

http://cts.businesswire.com/ct/CT?id=smartlink&url=http%3A%2F%2Fwww.bioasis.ca%2F&esheet=51809444&newsitemid=20180521005460&lan=en-US&anchor=BIOASIS+TECHNOLOGIES+INC&index=1&md5=b001d8c3fc5a47e1ed184f4f2734aab6
http://cts.businesswire.com/ct/CT?id=smartlink&url=https%3A%2F%2Fwww.wuxibiologics.com%2F&esheet=51809444&newsitemid=20180521005460&lan=en-US&anchor=WUXI+BIOLOGICS&index=2&md5=4b65a4b211fd60418bc591fb0428b329
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3. Pierre Fabre and Roche extended their collaboration for diagnostic      

development      
 

Pierre Fabre informed the extension of a collaboration agreement with Roche on 

companion diagnostic development for W0101, an antibody drug conjugate 

targeting insulin-like growth factor 1 (IGF-1) receptor. 

 

Pierre Fabre has focused on new antibody drug conjugate (ADC) candidate 

targeting the insulin like growth factor (IGF-1) receptor, and is currently in the 

Phase I/II clinical trials in patients with relapsed or refractory solid tumors.  

 

The collaboration was established for the development of prototype immunohistochemistry (IHC) assay as a future 

companion diagnostic test for W0101. The collaboration was extended to the retrospective determination of IGF-1R in 

patients recruited in the Phase I/II clinical trial. 

Source: pierre-fabre.com 
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4. Biogen and Neurimmune announce reduction in royalty for        

Alzheimer’s disease  

 
Biogen and Neurimmune announced that Biogen has option to further reduce 

the previously royalty rates payable on potential future sales of aducanumab 

for Alzheimer‟s disease. 

 

Aducanumab (BIIB037) is a candidate compound for the development of new 

treatment for Alzheimer‟s disease. Aducanumab is a human recombinant 

monoclonal antibody (mAb). It is derived from de-identified B cells of 

healthy subjects using Neurimmune‟s technology. Neurimmune is an expert 

in the recombinant human monoclonal antibody therapeutics field. 

 
Biogen discovers, develops, and delivers innovative therapies for patients having serious neurodegenerative 

diseases.  

 

Biogen will pay onetime $50 million payment to Neurimmune for commercial sales rights of aducanumab. 

Biogen got license for rights to aducanumab from Neurimmune in 2007.  

 
Source: biogen.com 
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1. FDA approves lofexidine for opioid withdrawal symptoms         

  
The US Food and Drug Administration (FDA) has approved LUCEMYRA (lofexidine) for mitigation of opioid withdrawal 

symptoms to facilitate abrupt opioid discontinuation in adults. LUCEMYRA is the first and only non-opioid medication 

indicated for mitigation of opioid withdrawal symptoms.  

 

The FDA reviewed LUCEMYRA under Priority Review, which is granted to submissions for medications that would provide 

significant improvements in the safety or effectiveness of the treatment, diagnosis or prevention of serious conditions. 

 

LUCEMYRA (lofexidine) is a central α2-adrenergic agonist that inhibits the release of norepinephrine. The FDA approval 

has been based on two randomized, double-blind, placebo-controlled clinical trials, an open-label study and clinical 

pharmacology studies. 

 

LUCEMYRA is administered in three 0.18 mg tablets taken orally four times daily at five- to six-hour intervals during the 

period of peak withdrawal symptoms. The total treatment may continue for up to 14 days. LUCEMYRA should be 

discontinued with gradual dose reduction over two to four days. 

Source: prnewswire.com 
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2. FDA approves first epoetin alfa biosimilar for the treatment of anemia     
 

The US Food and Drug Administration has approved the Retacrit (epoetin alfa-epbx), a biosimilar to Epogen/Procrit 

(epoetin alfa) for the treatment of anemia caused by chronic kidney disease, chemotherapy, or use of zidovudine in 

patients with HIV infection. Retacrit has been approved as a biosimilar, not as an interchangeable product. 

 

The extensive structural and functional characterization, animal study data, human pharmacokinetic and 

pharmacodynamic data, clinical immunogenicity data and other clinical safety and effectiveness data demonstrate that 

Retacrit is a biosimilar to Epogen/Procrit, and that was the basis of the FDA‟s approval to the drug. 

 

Retacrit is also approved for use before and after surgery to reduce the chance that red blood cell transfusions will be 

needed because of blood loss during surgery. 

 

The FDA granted approval of Retacrit to Hospira Inc., a Pfizer company. 

Source: fda.gov 
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3. FDA approves fingolimod for multiple sclerosis for pediatrics      
 

Novartis has announced USFDA‟s approval of Gilenya® (fingolimod) as the first disease-modifying therapy for the 

treatment of children and adolescents 10 to less than 18 years of age with relapsing forms of multiple sclerosis (RMS). 

This approval expands the age range for Gilenya, which was previously approved for patients aged ≥18 years; the 

approval for which was granted as Breakthrough Therapy designation by the FDA in December of 2017. Gilenya is the 

most prescribed oral once-daily MS disease-modifying treatment, with a global exposure of more than 231,000 patients 

since its initial approval for adults with RMS Multiple sclerosis is a chronic central nervous system affected disorder that 

damages tissue loss in brain, spinal cord and optic nerves. 

 

Approximately 85% adults and 98% children are affected by relapsing-remitting MS. The new approval for Gilenya 

addresses a strong unmet need for younger patients, who often experience more frequent relapses than adults with MS. 

 

Gilenya targets the reversible lymphocyte redistribution in both focal and diffuse central nervous system (CNS) that are 

damaged by MS. Gilenya impacts 4 key factors of RMS 1) relapses 2) magnetic resonance imaging lesions 3) brain 

shrinkage, and 4) disability progression. 

 

Gilenya approval was based on a double-blind, randomized, multi-center Phase III safety and efficacy study of Gilenya 

vs. interferon beta-1a, in children and adolescents (ages 10 to less than 18) with RMS. The primary endpoint showed 

that Gilenya decreases the relapse rate by approximately 82% compared to interferon beta-1a. The secondary endpoint 

safety data was consistent with the adult clinical trials. 

 

Source: novartis.com 
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4. AstraZeneca gets approval of ZS-9 for hyperkalemia         

 
When AstraZeneca merged with ZS Pharma, the company expected the approval for ZS-9 in 2016. But ZS-9 was rejected 

multiple times by the FDA over manufacturing concerns. Now, after multiple 

rejections, USFDA finally gave its approval for the treatment that was the primary 

focus of the 2015 $2.7 billion acquisition of ZS Pharma. The European Medicines 

Agency has also approved Lokelma (ZS-9) in the European Union in March 2018. 

 

Hyperkalemia is high blood K+ level and it is metabolic disorder; high levels of K+ in 

the blood can lead to cardiac arrest and death. The high level of K+ is due to 

inadequate kidney functions, chronic heart disease, use of some antibiotics and antihypertensive drugs. 

 

The clinical trial data demonstrate that Lokelma was significantly effective in 92% of the dosed patients to achieve 

normal K+ levels within 48 hours. Surprisingly, some patients showed an immediate decrease in level of K+ within 2 

hours, and the treatment effect was maintained for up to 12 months. 

 

Source: biospace.com 
  

https://www.biospace.com/article/fda-deals-another-blow-to-astrazeneca-plc-s-blood-drug-/
https://www.biospace.com/article/fda-deals-another-blow-to-astrazeneca-plc-s-blood-drug-/
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1. Six months use of trastuzumab effective in the treatment of breast cancer     
 

A new clinical trial for patients with HER2 positive early-stage breast cancer was carried out in collaboration of 

University of Cambridge with the University of Warwick. The results of the study showed that Herceptin (trastuzumab) 

was effective in patients who were given therapy for 6 months instead of 12 months concluding that short-term 

treatment with Herceptin is effective. The PERSEPHONE trial showed the better effectiveness of 6 months use of 

Herceptin as below: 

 

Parameters  6 months  12 months  

Safety concerns  Less  Comparable more 

Relapse and Death  Less  Comparable more  

Disease free survival  89.4% 89.9% 

Discontinued the drug, due to cardiac concerns 4% 8% 

 

The mechanism of action of trastuzumab involves attaching to the HER2 receptors leading to inhibition of the carcinoma 

from growing further. Previous clinical studies showed that the treatment with 12 months is the standard treatment. 

The study researchers are also planning to evaluate the tumor as well as the blood samples of patients to determine 

when the treatment can be discontinued in both the arms. 

 

The clinical study was sponsored by the National Institute for Health Research (NIHR) and the translational research was 

funded by the Cancer Research UK.  

 

Source: pharmaceutical-technology.com 
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2. Positive results for galcanezumab for cluster headache in Phase III trial        

 
Cluster headache is a one sided pain in the head which is nearer to the eye. There is 

no special treatment available for cluster headache. Eli Lilly has announced that 

galcanezumab showed positive results in a Phase III clinical trial in patients having 

episodic cluster headache. 

 

Galcanezumab is anantibody that binds and reduces the over activity of calcitonin 

gene-related peptides (CGRP) targeted role in migraine and cluster headache. 

 

In a two-month study, data showed that galcanezumab was able to reduce weekly cluster headaches within the first 

three weeks. The late-stage study also showed that as compared with placebo, galcanezumab achieved ≥50% reduction 

in weekly cluster headache attacks by the third week of treatment in patients who had an average of 17.5 cluster 

headache attacks per week at baseline. 

 

Lilly expects a positive decision from the FDA in the third quarter of 2018. 

 

Source: pharmaceutical-technology.com 
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3. Roche’s Tecentriq fails to achieve its primary endpoint in colorectal cancer   

        
Roche‟s cancer checkpoint inhibitor Tecentriq (atezolizumab) in combination with Cotellic (cobimetinib) did not meet 

its primary endpoint of overall survival in a Phase III trial. There were positive results observed in pre-clinical studies 

and Phase Ib trial with this combination.  

 

In this Phase III trial, 363 patients with difficult-to-treat locally advanced or metastatic colorectal cancer (CRC) in 

whom disease was progressed or who were intolerant to ≥2 systemic chemotherapy regimens were included. This 

combination was compared with regorafenib, a standard of care treatment in these patients.  

 

Tecentriq is also being evaluated under Phase III clinical trials for various cancer types such as blood, head, neck, skin, 

breast, lung, kidney, liver, colorectal, ovarian, bladder and prostate cancers as monotherapy or in combination with 

other agents. 

 

Source: pharmaceutical-technology.com 

 

 

 

 

 

 

 

 

https://www.pharmaceutical-technology.com/news/genentech-secures-fda-priority-review-status-tecentriq/
https://www.pharmaceutical-technology.com/comment/commentroche-expected-to-remain-an-ovarian-cancer-drug-market-leader-5774925/
https://www.pharmaceutical-technology.com/news/newsgenentechs-tecentriq-gets-fda-accelerated-approval-for-advanced-bladder-cancer-treatment-5789304/


 

24 

 
 

Volume 6 / June 2018 

  DRUGS: DEVELOPMENT & CLINICAL TRIALS  

4. AstraZeneca updates on GALATHEA Phase III trial                 
  

AstraZeneca and MedImmune announced the results for GALATHEA Phase III trial 

for Fasenra (benralizumab) (first respiratory biologic of AstraZeneca) in moderate 

to severe chronic obstructive pulmonary disease (COPD) patients. The primary 

endpoint of the trial failed to show reduction in the exacerbations in COPD 

patients. 

   

The company is completing another trial TERRANOVA with Fasenra for COPD. The 

company is waiting for the results of TERRANOVA trial and then the future of the drug will be decided.  

 

The pivotal Phase III trials GALATHEA and TERRANOVA are randomized, double-blinded, 56-week placebo-

controlled, multi-center trials assessing the safety and efficacy of Fasenra as an add-on to dual or triple inhaled 

therapy in patients with moderate to very severe COPD with a history of exacerbations across a range of baseline 

blood eosinophils. 

 

Source: astrazeneca.com 
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1. Pure-Vu
®
 System gets patent in competitive Chinese market by Motus GI     

        
 

Motus GI announced today that the Chinese Patent Office has granted a patent that 

covers the Company‟s flagship product, the Pure-Vu® System. The Pure-Vu® System is a 

medical device that cleanses the colon during a colonoscopy procedure to facilitate 

improved visualization enabling a quality exam. 

 

Recently, this Pure-Vu® System was introduced on a pilot basis in the U.S. market. Its 

commercialization is planned for 2019 in the U.S. as well as in the international markets with a goal to overcome 

problems of inpatients with colorectal cancer. This system has additional benefits as it reduces the costs for the 

treatment and that too with accurate results. The risk of colorectal cancer is increasing in Asian countries like Japan, 

China, Singapore and Korea as indicated by a report of the World Health Organization. Hence, the company is very 

excited about the future launch of this system in these growing markets. 

 

The Pure-Vu® System is a U.S. Food and Drug Administration approved medical device under 510(k) application and 

indicated for use in colonoscopy procedure in which cleaning of a poorly prepared colon is done. The European Union 

has approved the CE mark to this device. The system works in cooperation with standard colonoscopies preserving 

standard procedural workflow and techniques, which enables the cleaning during the colonoscopy procedure. 

Source: businesswire.com 
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2. Patent prolongation by HedgePath Pharmaceuticals for its Non-Cancer     

Indication    

 
HedgePath Pharmaceuticals (HPPI) is always strengthening its IP portfolio for its innovative 

cancer therapies with declaration of non-cancer indication patent approval by the U.S. 

Patent and Trademark Office (USPTO). This new patent for non-cancer indication (No. 

9,968,600, issued on May 15, 2018) is entitled as “Treatment and Prognostic Monitoring of 

Non-Cancerous Proliferation Disorders Using Hedgehog Pathway Inhibitors”. 

 

The claims covered by the patent relate to the use of the already FDA-approved anti-fungal drug itraconazole. 

Itraconazole is now being repurposed by HPPI for the treatment of non-cancer proliferation disorders. This patent 

covers 19 claims including oral, convectional and also SUBA™-itraconazole formulations, which is indicated for the 

treatment of any kind of non-cancerous proliferation disorders. This prolongation in patent period strengthens the 

formulation use in various non-cancer indications. 

 

This therapy is used for the treatment by using Hedgehog Pathway inhibitor indicated for the use in conditions 

characterized by undesirable cell proliferation such as pre-malignant or pre-cancerous conditions. This patent 

prolongation will create options for the pathway‟s development as a "molecular indication" in both the cancer as well as 

in non-cancer approvals broadly.  

 

Source: prnewswire.com 
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3. Nucleic acid clinical diagnostic technologies patented in 3 countries      

 
Aegea Biotechnologies has declared the issuance of a bunch of new patents by the U.S. 

(9,428,747, 9,738,925 and 9,834,817; under the title of methods for amplification of 

nucleic acids utilizing hairpin loop or duplex primers and methods for immobilizing 

target nucleic acids utilizing combinatorial capture probes), Australia (2012250516) and 

in China (zl201280032293.0) under the title of methods which captures, amplify and 

define accurate detection of nucleic acid sequence variants.   

 

US Patent 9,834,817 and its Australian and Chinese counterparts encompass the “switch-blocker” technology and are 

jointly assigned to Aegea and Biocept, Inc.  

 

This switch-blocker technology is core to Biocept‟s Target Selector assays for circulating tumor DNA (ctDNA) analysis, 

using real-time PCR, Sanger sequencing and next generation sequencing (NGS).  

 

When used with ctDNA, the switch-blocker technology has ultra-high sensitivity and specificity for the detection of rare 

mutations associated with cancer and can also be used to enrich patient specimens for oncogene mutations of interest. 

 

Source: pharmabiz.com 
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4. Settlement on patent infringement for SUBOXONE
®
         

          
 

Indivior PLC and its U.S. subsidiary, Indivior Inc., marketers and distributors of 

SUBOXONE® with its partner Aqeustive Therapeutics have reached to a settlement 

agreement with Par Pharmaceuticals for patent infringement related to SUBOXONE® 

(buprenorphine and naloxone) sublingual film which is used to treat dreadful diseases 

such as Parkinson‟s, amyotrophic lateral sclerosis (ALS) and epilepsy.  

Par Pharmaceuticals and IntelGenx will get permission to launch their generic version of 

SUBOXONE® under certain circumstances on or before January 1, 2023, under this settlement agreement.  

 

This infringement is pending in the U.S. District Court for the District of Delaware. The settlement agreement will be 

submitted to the U.S. Federal Trade Commission and the U.S. Department of Justice by these parties for review. 

 

Source: prnewswire.com 
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1. FDA approves Spectrum IQ drug infusion system – a device of Baxter      
 

The USFDA has cleared Baxter‟s new device - Spectrum IQ infusion system. It is 

made with some interesting properties, which allows to detect if wrong dosages of 

drugs are being administered to the patients. The hospital‟s electronic medical 

system is connected with the device, which helps the device to receive data and 

send data back while storing it permanently.   

 

Baxter‟s Dose IQ software within the Spectrum IQ checks the health record and makes sure that things such as 

interactions with other drugs taken by the patient don‟t cause unwanted effects. 

This device involves many of features which makes infusions safer for patients and there are also many options for auto-

programming. 

 

For easy operation, this devices eliminates stickers, which makes easy verification of patients, the device screen can 

display QR codes which can also be scanned by another device, and it establishes the correct calculations as to the 

number of infusions performed. 

 

Source: medgadget.com 
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2. PeraTrend Clinical Surveillance software gets approval from USFDA     

         
PeraHealth has got approval for its PeraTrend clinical surveillance software by the USFDA. This software relies on smart 

algorithms to predict dangerous oncoming health issues, such as cardiac and pulmonary arrest, while the patient is in 

the hospital. 

   

These algorithms works on the Rothman Index, which measures exactly the patient‟s condition and gathers patient‟s 

electronic health records. Two of them are used to see whether the related parameters functions in a proper way or 

not. When new data comes into this index, it recalculates the entire data. Also, it has the capacity to identify things 

like discharge disposition, 24-hour mortality, ICU mortality and readmission of patients. 

 

The model transforms each input into a common representation of univariate risk, allowing heterogeneous data to be 

summed, solving the data fusion problem. The result is a continuous measure of patient condition, integrated into the 

EHR, computed on a real-time basis across all conditions, diseases and care settings. 

 

Source: medgadget.com 

  

https://www.medgadget.com/2018/05/peratrend-clinical-surveillance-software-gets-clearance-from-fda.html
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3. Admetsys develops artificial pancreas               

 
Admetsys has developed a new system for patients in critical care for maintaining 

normal glucose levels in blood. Specifically, an artificial pancreas, the system 

depends on a lab-on-a-chip, which is embossed on intravenous catheter and helps in 

measuring glucose and lactic acid levels, and accordingly it supplies glucose or 

insulin automatically. This maintains the normal levels of glucose when patients are 

in a critical condition.  

 

This system is rapid, taking measurements in just five minutes as it does not involve pricking of fingers and there is no 

need to withdraw the blood from body for performing tests. Once the catheter is administered and the system gets 

started, the results are generated automatically.  

 

This system is under the regulators‟ eyes in the U.S. and as well as in Europe, but until now, the system has not been 

approved. 

  

Source: medgadget.com 
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4. FDA approves CurveBeam’s InReach CT Scanner          

           
The USFDA has approved InReach point-of-care extremity CT scan system of CurveBeam. It is used to scan wrists, 

elbows, hands, arms, legs and the feet. 

 

This system gives a full 3D view of the extremities, which is usually not provided by X-ray systems and this system has 

become a part of the smallest CT scanners. This device doesn‟t need any of the additional shielding and can be kept 

anywhere.  

 

The InReach‟s bore can be moved either up or down to adjust to the patient‟s arms and legs.  Once the device gets 

started, the scan is completed in <30 seconds. This is accompanied by its own visualization software called CubeVue, 

which perform 3D reconstructions and slices with all the typical manipulation features usually seen in larger scanners. 

 

Source: medgadget.com 
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1. Audits @ Lambda               

                    

ANVISA Audit  

The ANVISA regulatory authority had inspected Lambda Ahmedabad facility from 21st to 25th May 2018. The bioanalytical 

and clinical phases of bioanalytical/bioequivalence (BA/BE) studies were inspected whereby 4 studies were randomly 

selected. There was no finding or discussion points raised pertaining to the bioanalytical or clinical conduct as well as 

the process/study data by the inspectors for any of these studies. Only one observation related to process improvement 

was raised by the inspector. This observation was minor in nature. 

USFDA Audit  

The USFDA inspected two sites for a patient based BIO study where Lambda was responsible as the CRO. These were 

surprise inspections whereby the inspector walked into the facility without any prior intimation. Both sites cleared the 

FDA inspection without any 483 observations. Once again, Lambda‟s capability has been successfully proven in managing 

patient based PK studies for USFDA submission. 

                



 

 

 
 

 


