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WHAT’S NEW AT LAMBDA
1. Successful completion of MHRA inspection at Canada facility
The Medicine and Healthcare products Regulatory Agency (MHRA), UK, has completed the inspection of BA/BE facility of
Lambda Therapeutic Research Limited at Toronto, Canada from 25 to 29 March 2019. The clinical and bioanalytical phases of four BA/BE studies along with general systems were inspected during this audit. The audit was
successful without any critical observations. This was the first audit from the UK regulatory authority at Lambda’s
Canada facility and its successful completion reiterates Lambda’s constant endeavor and commitment towards quality.

2. Successful completion of NPRA inspection at Mumbai facility
The National Pharmaceutical Regulatory Agency (NPRA) of Malaysia completed its inspection of the bioavailability/bioequivalence (BA/BE) clinical facility of Lambda Therapeutic Research Limited at Mumbai in Maharashtra,
India, from 23-26 April 2019. This was the first audit from NPRA at Lambda’s Mumbai facility and the inspectors focus
area was towards the systems and procedures in-place. Overall the inspection was successful.

3. Software update: e-TMF implementation
e-TMF software is designed for handling of clinical trial related documents in a coherent format electronically. e-TMF
software allows effective storage of essential documents generated during the course of a clinical study, which further
enables ease of access for multiple actions, for e.g.: review, resolution of queries, regulatory/sponsor audit etc.
Electronic software usually helps in better feasibility to easy searching and minimizing human errors. Considering this
privilege of electronic software, e-TMF, a web based customized software, is developed as per Lambda’s requirements
to comply with regulatory norms. Before usage, the software is validated thoroughly, and the documents uploaded in
the software are verified for consistency and accuracy. Uploading of essential documents in the e-TMF software shall be
initiated as soon as the essential documents required for filing are available and continued till the completion of the
trial or archival of e-TMF.
1
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4. Software update: next version of BizNet implementation
Protocol training in software: Protocol training shall be performed within the BizNET software. Once the training is
assigned to study personnel in BizNET software, the user shall be able to see the protocol related training documents in
the training module for training. Study personnel would not be able to perform any project related activity without
finishing the protocol training in the software.
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GLOBAL NEWS
1. UK Gov’t to fund £56 million for global health challenges
The UK government has announced funding of up to £56 million for research related to climate change, air pollution,
antimicrobial resistance and global pandemics. UK’s public health initiatives have saved
millions of lives from the eradication of smallpox, low smoking rates and increasing life
expectancy.
The government has provided a long-term investment plan for national health services (NHS).
According to the National Institute for Health Research (NIHR) from the Department of Health
and Social Care, air pollution and antimicrobial resistant depends on cutting-edge research and
up-to date evidence.
Air pollution is the major health problem to health in the UK. There is a strong evidence that air pollution causes the
development of coronary heart disease, stroke, respiratory disease and lung cancer and exacerbates asthma. Public
Health England (PHE) has published its air pollution evidence and informed the local and national governments on
actions to improve air quality and health.
Source: pharmatimes.com
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GLOBAL NEWS
2. New statistic formula for prediction of tumor growth
Scientists at the Washington University have developed a new formula for accurately predicting tumor growth rates. The
screening and dose regimens for cancer treatment are scheduled according to this statistics. The
research is published in the “AAPS Journal”.
The mathematical method successfully estimated the doubling time, the amount of time for a
tumor to double in size, for 12 types of cancer, ranging from breast and prostate cancers to
melanoma.
This method allows clinicians and drug development scientists to use routinely-generated clinical data to anticipate
doubling times of solid tumors. The parameter can be used to design individual dose regimens and develop anticancer
therapeutics models. Tumor increasing time can significantly affect anticancer therapy. Using this statistical method,
estimated tumor sizes can be easily calculated.
Source: economictimes.indiatimes.com
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GLOBAL NEWS
3. WHO launches new strategy to fight influenza
The world Health Organization (WHO) has launched Global Influenza Strategy for 2019-2030.
Globally, one billion new cases of influenza occur every year, of which 3-5 million cases are
severe and up to 650,000 cases lead to death.
WHO’s new strategy will provide backbone structure to prevent seasonal influenza and control
the spread of infection from animals to humans. In 2019, global influenza is one of the WHO’s
top ten listed threats to global health.
Currently, with increasing risk of new influenza virus transmitting from animals to humans, the two major goals of the
Global Influenza Strategy are to build stronger capacities for disease surveillance and response, prevention and
preparedness by each country, influenza programmes, and to develop better tools to prevent and control influenza
through vaccines, antivirals and other treatments.
The WHO annual vaccination is the best method to prevent influenza, particularly for those at high-risk because of
existing respiratory conditions.
This Global Influenza Strategy is built based on the Global Influenza Surveillance and Response System jointly with
national influenza centers.
Source: pharmaceutical-technology.com
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4. New AI system may help detect prostate cancer
Researchers have developed a new artificial intelligence (AI) system for radiologists to help in the accurate diagnosis of
prostate cancer. This AI system, FocalNet, helps in identifying and predicting the aggressiveness of the disease by
evaluating magnetic resonance imaging (MRI) scans.
FocalNet is an artificial network, which uses an algorithm made up of more than a million trainable variables. An
analysis was performed in 417 men with prostate cancer, in which the AI system was evaluated to clarify tumors and the
results were compared to the actual pathology reports and experienced radiologists’ opinions.

Accuracy in MRI
reading

The results showed that the AI system was 80.5% accurate in reading MRIs, while UCLA radiologists were 83.9% accurate.
This study has been published in “IEEE Transactions on Medical Imaging Journal”.
85%
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The radiologists use MRI to detect aggressiveness of
prostate tumors, but it requires thousands of scans to
accurately determine whether a tumor is cancerous and to
estimate the grade of cancer.

83.90%

80.50%

This research suggests that artificial intelligence could
save time and provide potential diagnostic guidance.
FocalNet

Radiologist

Source: pharmatimes.com
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PHARMA INDIA
1. Indian pharma organizations concerned about illegal import of drugs
Indian Pharmaceutical organizations are worried about the illegal import of innovator drugs from countries like
Bangladesh, Nepal, Bhutan and Sri Lanka. These innovator drugs are sold by pharmacies, distributors, and online
websites in India.
The organization of pharmaceutical companies, Abbott, Pfizer, Novartis, Novo Nordisk,
GSK, Bayer, Merck and Sanofi among others, claimed an unchecked import of innovator
drugs, mostly for cancer, which is affecting their revenues.
The Director General of OPPI (Organization of Pharmaceutical Producers of India) told
that they have noticed the import of these drugs and they are not sure about the
quality of these drugs that are using the brand names of innovator pharmaceuticals.
OPPI is also concerned about the safety of patients in India with the pharmacies using
sub-standard quality of drugs. The consumption of sub-standard drugs can lead to drug
resistance.
OPPI is collating data on the illegal marketing of innovator drugs in India. According to
market information, some companies are not even registered in their countries.
Source: economictimes.indiatimes.com
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2. CDSCO mandates 6-month stability data for FDC formulations
The Central Drugs Standard Control Organization (CCDSCO) has announced that a minimum of 6-months stability data is
mandatory while submitting the data for permission for manufacturing drugs.
This topic was discussed on 31st January and 1st February 2019 in the 55th Drugs
Consultative Committee Meeting, after variation between the periods mentioned in letters
has created confusion between state drug regulators and manufactures regarding their
justification.
It is decided that FDC products from state drugs controllers should submit six months
stability data instead of 3 months.
The state licensing authority should also clarify the data generated by the applicant under the license in Form-29 or
data generated by the manufacturer in F&D.
Source: pharmabiz.com
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3. Artificial intelligence to revolutionize management of TB in India
Artificial intelligence (AI) can improve tuberculosis (TB) eradication in India. AI technology has the potential to
revolutionize medical care where patients are suffering from one or more diseases with TB. Globally 10 million patients
are affected with TB, and India has the highest incidences of TB with nearly 27% cases.
The use of AI has increased and has shown impact on diagnosis and treatment of deadly ailments. Tech-enabled medical
care can help doctors to gain significant understanding of patient’s illness from the collected data.
Using regular medicine and medication adherence is the key requirement to fight against TB. AI can be used for patient
care communication by providing short message service (SMS). China is already using this technology for TB management
system for monitoring TB patients.
AI is able to mechanize tasks, increase efficacy and reduce the rate of error, early detection and diagnosis, and also
reduces the cost of treatment. It can distinguish patterns, adding detection and diagnosis in an effective manner, which
can save time, effort and costs through easy access to consistent, good quality diagnosis and treatment.
Source: pharmabiz.com
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4. Indian Health Ministry announces new rules for drugs and clinical trials
The Health Ministry, Gov’t of India has announced New Drugs and Clinical Trials Rules, 2019, which will reduce the
approval time to 30 days for drugs manufactured in India and 90 days for those
developed outside the country.
The Drug Controller General of India (DCGI) said that the new rules will ensure patient
safety, as they would be enlisted for trials with informed consent. The trials will be
monitored by ethics committee, who will also decide regarding compensation in case of
adverse events.
Medical management to the injured patients will be provided as per PIs opinion unless it is established that injury is
unrelated to the clinical study. The DCGI will decide on compensation in case of death and permanent disability.
The rules and regulation of ethics committee will be applied to clinical trials and bio-availability studies. The new rules
and regulations to promote clinical research in India are predictable and transparent. These effective regulations for
trials will help in easier and faster availability of new drugs to the Indian population.
DCGI can waive the requirement of local clinical trials for approval of a new drug if the drug is approved and marketed
in other countries. Furthermore, DCGI can also waive the requirement of local clinical trial if the application is for the
import of a new drug for which the DCGI has already granted permission to conduct a global clinical trial which is
ongoing in India and in the meantime the new drug has been approved for marketing in a country specified by the DCGI
and certain other conditions.
Source: economictimes.indiatimes.com
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REGULATORY ROUND-UP
1. FDA identifies ARBs without nitrosamine impurities
The US FDA has identified nitrosamine impurities in angiotensin II
receptor blockers (ARBs) last summer, and the agency has till now
identified 40 ARBs and counting that do not contain a nitrosamine
impurity. The FDA has identified several impurities in ARBs such as NNitrosodimethylamine (NDMA) and N-Nitrosodiethylamine (NDEA)
impurities, which led to recall of ARB drugs that contained APIs
manufactured by companies like Hetero, Mylan and Zhejiang Huahai
Pharmaceuticals.
The removal of faulty medications from the market has led to its shortage. Currently, there is a shortage of valsartan
products, and similarly other products may also fall into shortage soon. To ensure patient access to losartan, the FDA
will allow certain manufacturers to temporarily distribute losartan – which may have another impurity above the interim
acceptable intake limit until that impurity can be eliminated.
The FDA has also issued a letter to manufacturers informing them “about factors that can contribute to the formation of
nitrosamine impurities during manufacturing and to reiterate steps they should take to ensure these impurities are not
present in any ARB in the future.”
Source: raps.org
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2. FDA proposes radiological health deregulatory action
The US FDA has proposed to amend and repeal parts of the current radiological health regulations regarding certain
recommendations that include:
 radiation protection during medical procedures
 performance standards for diagnostic x-ray systems
 recommendations under radiological health regulations on
o diagnostic x-ray systems’ major components
o laser products
o ultrasonic therapy products and their specific uses
o records
o FDA medical device reporting requirements for electronic products
Under the proposed rule, the FDA is looking to repeal two parts of the radiological health regulations’ general provisions
and amend four parts. The two parts that would be repealed, when and if the rule is finalized, relate to radiation
protection recommendations and the performance standards for sonic, infrasonic and ultrasonic products.
As per FDA, some of the recommended radiation protections and performance standards of the radiological health
regulations are now “outdated and redundant” due to other federal and state requirements, current radiation guidance,
and recent voluntary consensus standards (such as the standards developed by the International Electrotechnical
Commission).
The amendments will continue to protect the health and safety of the public while reducing regulatory burdens on both
FDA and the industry. These amendments propose to remove and reduce annual reports and test record requirements
and reduce regulatory requirements on certain certified and uncertified laser products.
Source: raps.org
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3. Fresenius to pay $231M to settle Bribery Charges
Germany-based Fresenius Medical Care has agreed
to pay ~$231 million to resolve investigations by
the Department of Justice (DOJ) and the Securities
and Exchange Commission (SEC) over the issue of
several bribes done by Fresenius to win business in
13 countries.
Fresenius, a self-proclaimed world’s leading provider of products and services to manage chronic kidney disease, paid
bribes to publicly-employed health and/or government officials between 2007 and 2016 to obtain or retain business in
multiple countries. These countries included Angola, Saudi Arabia, Morocco, Spain, Turkey and countries in West Africa.
Fresenius paid a publicly employed doctor (head of nephrology at a Spanish state-owned hospital) more than €81,000
($91,000) without a consulting agreement or contract in Spain between 2008 and 2011, who, in favor, awarded
Fresenius a tender in 2011. In Morocco, Fresenius paid bribes through a sham commission to a Moroccan state official for
the purpose of obtaining contracts to develop kidney dialysis centers at Moroccan state-owned military hospitals. In
Turkey, Fresenius entered into joint ventures with publicly-employed doctors who directed business from their public
employer to Fresenius clinics in Turkey.
Fresenius also bribed publicly-employed health officials and government-employed doctors in West African countries,
including Benin, Burkina Faso, Cameroon, the Ivory Coast, Niger, Gabon, Chad and Senegal. The DOJ found this
misconduct across 13 countries yielded profits of more than $140 million to the company.
Source: raps.org
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4. USFDA qualifies third medical device development tools
The Center for Devices and Radiological Health (CDRH) has developed a software module to aid health care providers in
marking and classifying brain contusions.
This tool has become the third medical device development tool (MDDT) to
receive USFDA qualification.
The FDA’s CDRH under the MDDT program has developed an OsiriX CDE
Software Module. OsiriX CDE Software Module based ‘The Traumatic Brain Injury (TBI) Endpoints Development Initiative’
to identify and validate effective TBI endpoints in collaboration with FDA and has been qualified by the FDA.
This program was supported by a 2014 Department of Defense grant worth $17 million over five years.
OsiriX facilitates health care providers for marking and classifying brain complications using common data element
(CDE) or using magnetic resonance images.
Source: raps.org
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. AstraZeneca and Daiichi sign $6.9bn cancer drug deal
AstraZeneca and Daiichi Sankyo have entered into a collaboration for the novel HER2targeting antibody-drug conjugate - trastuzumab deruxtecan. This collaboration is aligned
with AstraZeneca’s science-led strategy in oncology, which is based on four key scientific
platforms: tumor drivers and resistance; DNA damage response; Immuno-Oncology; and
antibody-drug conjugate (ADCs).
The companies aim to accelerate and expand development of trastuzumab deruxtecan across breast and other
cancers, with an initial funding of $3.5 billion, with a potential to reach $6.9 billion sales-related goals and
regulatory milestones.
The drug is currently in development for the treatment of multiple HER2-expressing cancers, including breast and
gastric cancer, and in patients with HER2-low expression. The US FDA has granted Breakthrough Therapy
Designation to trastuzumab deruxtecan in 2017 for the treatment of patients with HER2-positive, locally-advanced
or metastatic breast cancer, who have disease progression after trastuzumab emtansine.
AstraZeneca will pay Daiichi Sankyo an upfront payment of $1.35 billion, half of which is due upon execution, with
the remainder payable 12 months later under the terms of the deal.
Contingent payments of up to $5.55 billion include $3.8 billion for potential successful achievement of future
regulatory and other milestones, as well as $1.75 billion for sales-related milestones, totaling around $6.9 billion.
Source: pharmatimes.com
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2. Bayer to team up with patient compliance start-up Pilloxa
The new collaboration between Pilloxa, a Swedish start-up, and Bayer AB will enable the start-up Pilloxa to gain
access to Bayer’s Scandinavian and global networks, which will help to expand its market and introduce more
people to the smart pillbox.
Non-compliance with patients either forgetting or
failing to complete courses of medication leads to
thousands of deaths and billions of Euros in costs
for society every year. Poor adherence to medication
leads to both medical risks for the patients as well as
increased strain on the healthcare system, both in terms
of time and costs.
Pilloxa is a patient-centric adherence platform that uses an app connected to a smart pillbox that helps patient
take their medicine on time. The app sends a notification to the user as a reminder to take their medications. The
app also has an up-to-date medicines list, a dashboard visualizing the patient's medication history and a
motivational tool.
Source: pharmatimes.com
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3. Merck ties up with Iktos to form AI alliance
Merck has announced its collaboration with Iktos for its generative modeling
artificial intelligence (AI) technology.
The partnership will facilitate rapid and cost-effective discovery and design of
promising new compounds.
Iktos AI technology is based on deep generative models that speed up the drug discovery process with more
efficiency. This technology may design virtual molecules with activities for treating a given disease.
Both the companies plan
identification of molecules
for clinical testing.” The
processing and automatic
chemistry.

to tackle the key challenge in drug design: “rapid
which simultaneously satisfy multiple drug-like criteria
AI technology has already been established in image
translation, however, its use is recently applied to

Source: pharmatimes.com
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4. BMS signs deal with Concerto HealthAI
Bristol-Myers Squibb and Concerto HealthAI have announced a multi-year strategic agreement to apply artificial
intelligence (AI) and real–world data in oncology portfolio.
The collaboration will work in the direction to accelerate clinical
trials, enable robust protocol design and generate insights for
precision treatment and improved patient outcomes through covering a
diverse range of cancers, integrating multiple data sources, and
applied AI and machine learning.
The partnership will give the American pharma giant BMS access to
Concerto’s eurekaHealth AI insights platform.
BMS will get access to real-world patient data of at
least from 10 years from several community oncology
centers across geographies.
Through this agreement, the companies aim to use realworld data for regulatory purposes, validate clinical
application of AI solutions and execute clinical studies
to advance patient care.
Source: pharmatimes.com
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DRUGS: APPROVALS AND LAUNCHES
1. Pfizer gets EC approval for lung cancer treatment Vizimpro
Pfizer has got the approval from European
Commission for its Vizimpro (dacomitinib) for
non-small cell lung cancer (NSCLC). Vizimpro is
an oral, irreversible pan-human epidermal
growth factor receptor (EGFR) kinase inhibitor
approved for the treatment of adults with locally
advanced or metastasis non-small cell lung
cancer as monotherapy.
Vizimpro’s regulatory approval is based on results from the Phase III ARCHER 1050 clinical trial conducted in 452
unresectable, metastatic or recurrent NSCLC patients with EGFR exon 19 deletion or exon 21 L858R substitution
mutations. ARCHER 1050 trial met its primary endpoint where a statistically significant improvement was observed in
progression-free survival (PFS) with 45mg Vizimpro when compared to 250mg gefitinib. Vizimpro arm showed an
increase of 7.3 months in median OS. Among 227 patients treated with Pfizer’s drug, 6.2% experienced serious adverse
events (SAEs); diarrhea and interstitial lung disease were the most common SAEs.
The marketing authorization of Vizimpro provides a new treatment option for patients with EGFR-mutated NSCLC.
Vizimpro has been already approved by the US FDA as a first-line treatment for metastatic NSCLC with EGFR exon 19
deletion or exon 21 L858R substitution mutations. Furthermore, the drug is also approved by the Japanese and Canadian
regulatory authorities for the treatment of specific NSCLC patients.
Source: pharmaceutical-technology.com
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DRUGS: APPROVALS AND LAUNCHES
2. Teva’s migraine drug Ajovy approved in Europe
Teva has received the approval from European Commission for its migraine drug - Ajovy
(fremanezumab). Fremanezumab is a pre-filled syringe for the prophylaxis of migraine in
adults who have at least four migraine days per month.
The approval is based on two pivotal phase 3 clinical trials, in which many patients on the
treatment experienced significant reductions of ≥50% in the number of monthly migraine
days with reduction observed as early as week one.
Fremanezumab is a monoclonal antibody. It is the only anti-CGRP drug approved in the market by the US FDA also.
The approval of fremanezumab in the EU will provide a new treatment option to the European physicians that
provides greater flexibility through monthly and quarterly dosing options. It also significantly reduces the number
of migraine days.
Source: health.economictimes.indiatimes.com
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3. FDA approves Venovo stent for Iliofemoral venous occlusive disease
The US FDA has approved BD’s Venovo venous stent, which is the first stent available for treating iliofemoral
venous occlusive disease. Arteries become narrow or blocked from calcified plaque, but
veins can also suffer from this issue. The iliac and femoral veins near the groin are
particularly prone of being occluded and Venovo stent could help in this condition.
The Venovo stent is made of nitinol and is very flexible. It is available in a variety of sizes
which makes it applicable for a wide range of lesions within target veins. Most wide vessel
and long lesions within the iliac and femoral veins can also be treated with the new stent. One-year results from
the prospective, multicenter single-arm VERNACULAR trial involving 170 subjects demonstrated the safety and
effectiveness of the Venovo venous stent for the treatment of symptomatic iliofemoral venous outflow
obstruction.
The clinical findings showed a weighted primary patency
rate of 88.3%.The patency rate was 96.9% in nonthrombotic lesions and 81.3% in post-thrombotic lesions
at 12 months, exceeding the performance goal of 74%.

Patancy rate
100%
95%
90%
85%
80%
75%
70%

In addition, patients treated with the Venovo stent
reported a statistically significant reduction in pain
symptoms and improvement in the quality of life
(assessed by CIVIQ-20) at 12 months from baseline.

96.90%
88.30%
81.30%

Primary patency Patency rate in Patency rate in
rate
non-thrombolic post-thrombolic
lesion
lesion

The Venovo venous stent was also successfully deployed to the target lesion and showed adequate coverage in all
cases; there were no fractures seen at 12 months.
Source: medgadget.com
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4. FDA approves Pfizer's biosimilar trastuzumab - Trazimera
Pfizer has received approval from the US FDA for its
Trazimera (trastuzumab-qyyp), a biosimilar medicine to
Roche’s Herceptin (trastuzamab). The drug is approved for
human epidermal growth factor receptor-2 (HER2)
overexpressing breast cancer and HER2 overexpressing
metastatic
gastric
or
gastrosophageal
junction
adenocarinoma.
Trazimera binds to HER2 protein and blocks the receptors, thereby halting cell division and growth.
The approval is based on the results from the REFLECTION B327-02 clinical
comparative study published in the British Journal of Cancer.
This study demonstrated clinical equivalence, with a high degree of
similarity and no clinically meaningful differences between Trazimera and
Herceptin in patients with first-line HER2 overexpressing metastatic breast
cancer.
Source: pharmaceutical-technology.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Novocure initiates Phase 3 pivotal trial in recurrent ovarian cancer
Novocure has announced the initiation of ‘INNOVATE-3’, a
phase 3 pivotal trial to evaluate the efficacy of combination
treatment of ‘Tumor Treating Fields combined with paclitaxel’
in patients with recurrent, platinum-resistant ovarian cancer.
Ovarian cancer is one of the most aggressive forms of cancer,
and is a difficult to treat condition as most of the cases are diagnosed at an advanced stage.
INNOVATE-3, a prospective, open-label study, will include 540 patients with recurrent, platinum-resistant ovarian
cancer, who will be randomized to receive either weekly paclitaxel alone or weekly paclitaxel in combination with
Tumor Treating Fields tuned to 200 kHz until progression. The endpoints are:
 Primary - overall survival
 Secondary - progression free survival, objective response rate, severity and frequency of adverse events, time to
undisputable deterioration in health-related quality of life or death, and quality of life.
The Tumor Treating Fields are not approved for the treatment of ovarian cancer by the US FDA and the safety and
effectiveness of Tumor Treating Fields for ovarian cancer has not been previously established.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. Seattle Genetics completes enrollment in Phase 2 trial in cervical cancer
Seattle Genetic Inc has completed the patient enrollment in the innovaTV 204 phase clinical trials - an ongoing single
arm, global, multicenter study of tisotumab vedotin for patients with recurrent or metastatic cervical cancer who
showed disease progression after treatment with doublet chemotherapy
used alone or in combination with bevacizumab (Avastin).
Seattle is developing tisotumab vedotin in collaboration with Genmab A/S.
The innovaTV 204 trail will facilitate drug registration under the US FDA.
The trial has enrolled over 100 patients at multiple centers. Objective response rate, assessed by blinded independent
central review, is the primary endpoint of the study and duration of response, progression-free survival, overall
survival, safety and tolerability are key secondary endpoints.
Tisotumab vedotin is an antibody-drug conjugate (ADC) that targets tissue factor antigen on cancer cells and directly
deliver monomethyl auristatin E (MMAE) into the cancer cells. Tissue factor, a protein involved in tumor signaling and
angiogenesis, is overexpressed in cervical cancer and many other solid tumors including ovarian, lung, colorectal and
head and neck cancers.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. Eisai, Biogen move Alzheimer’s treatment into Phase 3
Eisai and Biogen have announced initiation of a Phase 3 trial for evaluation of antiamyloid beta protofibril antibody BAN2401 in Alzheimer’s disease.
Biogen caused a stir in 2014 with the investigation drug based on promising early-stage
data which showed statistically significant cognitive improvement by 54 weeks, at a time
when the Alzheimer’s research field had abundance of failed compounds.
BAN2401 selectively targets toxic aggregated forms of amyloid-beta in the brain, shows a very strong reduction of
aggregated amyloid-beta in the brain and affects CSF biomarkers of neurodegeneration.
The results from a Phase 2b study of BAN2401 in 856 patients with early Alzheimer’s disease demonstrated slowing
of clinical decline and good tolerability after 18 months of treatment.
Source: pharmatimes.com
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4. Multi-drug combinations prevent drug resistance in Bowel cancer
Drug resistance is observed in Bowel cancer cells in response to two molecularly targeted cancer drugs through
mutation of their targets. The scientists at The Institute of Cancer Research, London, showed in a study that
combining three target drugs together could help block drug resistance in bowel cancer patients .
The scientists examined 47 bowel cancer cell lines to understand the mechanism of resistance and reported that
bowel cancer cells mutated and evolved to acquire resistance to treatment when grown under the selective
pressure of two molecularly targeted cancer drugs.
Researchers also observed that the bowel cancer cells were dependent on BCL-2 family for survival, which regulate
cell death. However, the exposure of cells to a triple combination of cobimetinib, pictilisib and a third drug called
navitoclax, which inhibits molecules in the BCL-2 family, for several weeks showed no emergence of resistance.
The research is still at a fairly early stage, but in principle, combinations of targeted drugs could be similarly
effective against many other cancer types.
Source: pharmatimes.com
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1. CMA drops case against MSD’s on alleged discount scheme
The Competition and Markets Authority (CMA) has dropped its investigation into a suspected anti-competitive discount
scheme developed by Merck Sharp & Dohme (MSD). The authority did not find
any grounds for action against the pharma giant.
After Remicade’s (infliximab) patent expiry in early 2015, MSD allegedly
introduced the discount scheme to ensure the use of mostly Remicade, rather
than competitors’ newer and cheaper biosimilars of infliximab.
This discount scheme could have delayed the NHS from benefiting from increased competition and significant savings on
Remicade of up to £100 million annually.
The CMA’s said its investigation "serves as a warning to businesses which design discount schemes to protect their
dominant market position, that they risk breaching UK competition law: had MSD’s scheme in practice been likely to
prevent or limit competition from rivals, the company could have faced severe financial penalties".
Source: pharmatimes.com
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2. Routine research discoveries can be patented
The UK Supreme Court has confirmed that well-established discoveries or routine research protocols can be awarded a
patent. The UK BioIndustry Association (BIA) has appreciated this decision on principles of patent law.
But the Supreme Court did not provide a decision regarding unintended discoveries during pre-clinical or clinical trial
process as this could create hurdles for companies to attract investment needed to identify and develop new medical
innovations.
It is essential to protect significant investments made by pharmaceutical companies on the discoveries of new drugs by
providing patent protection to their drugs, which will allow only these pharmaceutical companies to manufacture the
drugs and get mileage out of it for some duration.
Source: europeanpharmaceuticalreview.com
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3. Foamix settles litigations with Perrigo for Finacea foam
Foamix together with Leo-pharma have settled the Hatch-Waxman litigation with Perrigo related to Finacea Foam,
though the details of the settlement is not disclosed.
LEO Pharma has been given license to market Finacea Foam by Foamix - the owner of patents for Finacea foam. Finacea
foam is used in the treatment of inflammatory papules and pustules of mild to moderate rosacea. FMX101 and FMX103
are the leading candidates based on different foam technologies and different patents listed in the Orange Book for the
technology used in Finacea.
Both the companies have to submit the settlement agreement to the US Federal Trade Commission and the US
Department of Justice for review.
Foamix will continue defending their existing patents and further opportunities and expand their technologies and
proprietary foam products.
Source: globenewswire.com
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4. Purdue agrees with Oklahoma to $270m settlement
Purdue Pharmaceutical, the makers of Oxycontin, has agreed to $270 million for settlement with Oklahoma regarding
fueling the nation’s opioid epidemic.
Under the agreement, Perdue has pledged $197.5 million to expand an addiction treatment and research center at
Oklahoma State University in Tulsa. Perdue has sold Oxycontin worth of >$35 billion.
Perdue will provide $102.5 million in cash and $20 million worth of addiction treatment medications. Perdue needs to
also pay $60 million for litigation costs and $12.5 million to the state to combat opioid addiction.
Source: nbcnews.com
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1. London researchers develop AI technology for gliomas
London researchers have developed an artificial intelligence-based (AI) technological method for analyzing brain
tumors. AI machine learning methods trained on standard magnetic resonance imaging (MRI) are more reliable
compared with other radiological methods in the treatment of brain tumors (gliomas).
The researchers were able to demonstrate the potential of artificial neural networks in radiological diagnostics with this
research. They have conducted a study in 500 patients with brain tumors using reference database with MRI scans of the
patients.
The AI algorithms automatically recognized and localized brain tumors using artificial neural networks. The individual
tumor area could also be measured. The study has been published in “The Lancet Oncology” journal.
Source: economictimes.indiatimes.com
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2. Novel automatic scan system for eye surface cancers
Researchers have developed an automated non-invasive technique, involving custom-building of an advanced imaging
microscope linked with computing and artificial intelligence (AI) operations for diagnosing
eye surface cancers.
Eye surface cancer, also known as ocular surface squamous neoplasia (OSSN), is the common
malignancy of the cornea and conjunctiva of the eyes.
This technology provides an automated system which can identify between diseased and
non-diseased eye tissues in real-time, through a simple scanning process.
Researchers have special algorithm that is able to identify and provide quick and efficient diagnosis. The study was
reported in “The Ocular Surface”.
Advanced lesions may require eye surgery or sometimes removal of eye that may increase risk of mortality. This is an
easy technique to confirm the disease using simple eye scan without the requirement of biopsy.
Source: economictimes.indiatimes.com
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3. SAANS: portable neonatal CPAP device for RDS
InnAccel, a Banglore based medical technology company has launched SAANS, the world’s first, robust, portable,
neonatal CPAP system. This SAANS system can support for breathing in babies with Respiratory Distress Syndrome (RDS)
in resource-poor settings and during transportation.
Respiratory Distress Syndrome (RDS) is a breathing disorder in premature babies in India and causes 150,000 deaths
annually. One third deaths occur while transporting the infants to a neonatal intensive care unit (NICU).
SAANS needs minimum skill to operate and helps to reduce causes of neonatal mortality. The device has been designed,
engineered and manufactured using USA and Uganda’s medical technologies (CAMTech). This innovation has also
received multiple Indian and International awards.
CPAP devices are currently available in the market and are not expensive. InnAccel has received funding for SAANS
project through BIRAC and Department of Biotechnology, Government of India.
Source: economictimes.indiatimes.com
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4. HeartMate 3 LVAD for treatment of end-stage heart failure
Abbot has conducted MOMENTUM 3 study and has revealed new late-breaking data from a clinical trial across 1,028
patients. Abbott has showed positive results of HeartMate 3 left ventricular assisted device (LVAD) compared with the
previous version HeartMate 2 LVAD in the treatment of end-stage heart failure.
The data was presented in the 68th annual scientific session at the American College of Cardiology. The study is
published in the “New England Journal of Medicine”.
The latest MagLev pump engineering technology has been used in HeartMate 3 and can produce significant treatment
options for end stage renal failure patients and reduce complications during treatment fors stroke, thrombosis and reoperations for pump replacement.
HeartMate 3 LVAD is the best treatment option for patients who are not able undergo heart transplant or not suitable to
receive other treatments.
Source: pharmaceutical-technology.com
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