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Disclaimer: “The information compiled and published in this newsletter has been sourced, collected and derived from various resources which are in the public domain available on the web and relevant
sites. Lambda makes no claims, promises or guarantees about the accuracy, completeness, or adequacy of the contents of the newsletters and expressly disclaims liability for errors and omissions in the
contents of this newsletter. The intent and object of this Newsletter is to only disseminate scientific information for knowledge up-gradation. The transmission or reproduction of any items covered in
this newsletter beyond that allowed by fair use as defined in the copyright laws may require the written permission of the copyright owners, if any. Neither Lambda, nor its employees and contractors
make any warranty, expressed or implied or statutory, including but not limited to the warranties of non-infringement of third party rights, title, and the warranties of merchantability and fitness for a
particular purpose with respect to content available from the newsletters. This is not a service by Lambda Therapeutic Research and it does not hold any responsibility for the accuracy of the
news/information provided herein.”
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WHAT’S NEW AT LAMBDA
1. Successful completion of NPRA (Malaysia) inspection at Ahmedabad facility
The National Pharmaceutical Regulatory Agency (NPRA) of Malaysia completed inspection of the bio-availability/bioequivalence (BA/BE) clinical facility of Lambda Therapeutic Research Limited at Ahmedabad in Gujarat, India, from 1115 March 2019.
The audit was successful without any critical/major observations. The regulatory inspectors were highly impressed with
the infrastructure, hospitality extended during their stay and the electronic platform (BizNET) use by Lambda. They also
appreciated the Quality Systems in-place at Lambda.
The inspection by the NPRA inspectors has reinforced Lambda’s consistent performance and capabilities in conducting
BA/BE studies.

2. Addition of 2 new LSMS machines at Ahmedabad facility
Two new Liquid Chromatograph-Mass Spectrometry (LSMS) machines have been installed at Lambda Ahmedabad facility;
the overall capacity is now 46 numbers in total. This increase in the number of machines facilitates a quick turnaround
analysis time to meet sponsor expectations by complying to all the necessary regulatory requirements.
Additionally, these two new Shimadzu machines (one 8045 and one 8060) not only increases the overall capacity but
enhances Lambda’s capability to carry out more sensitive assays with a fast turnaround time.
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GLOBAL NEWS
1. Seawater bacteria provide new leads to treat malignant melanoma
Researchers have found that a natural product ‘seriniquinone’ derived from seawater bacteria can provide the leads for
the treatment of malignant melanoma. The study is reported in ‘ACS Medical Chemistry letters’.
Malignant melanoma is a dangerous form of skin cancer that affects melanocytes. According to the U.S. Centers for
Disease Control and Skin Cancer, there is increase in the number of melanoma cancer cases. In majority of the cases,
the disease has usually spread to other parts of the body because of limited treatment options. New chemotherapy
agents have been approved for melanoma known as “BRAF”, but they are associated with the development of
resistance.
Seriniquinone, discovered in 2014, was isolated from rare marine bacteria and has shown potential with selective
activity against melanoma cells in in vitro testing. Seriniquinone targets a particular protein that is involved in cancer
proliferation. The researchers have modified its molecular structure to make it more water soluble and easier to purify
- steps necessary to make it more suitable as a drug. The researchers are refining and modifying seriniquinone
derivatives to optimize against melanoma.
Source: news-medical.net
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GLOBAL NEWS
2. AHA updated scientific statement on blood pressure measurement
The updated American Heart Association (AHA) scientific statement on blood pressure measurement in humans,
accurate measurement of blood pressure is essential for the diagnosis and management of hypertension. Hypertension is
a major risk factor for heart disease and stroke. The updated AHA scientific statement is of a previous topic published
in 2005 providing an overview on blood pressure measurement methods. The updated statement supports
recommendations in the 2017 American College of Cardiology/American Heart Association Guideline for the Prevention,
Detection, Evaluation and Management of High Blood Pressure. The updated statement details the 4 below methods:





Auscultatory method
Oscillometric devices
Automated oscillometric devices
Ambulatory method

Auscultatory method is a simple design, but has environment concerns as
the instrument uses mercury. Oscillometric device reduces human errors
associated with the auscultatory approach.
Automated oscillometric devices can be a better option to estimate blood pressure. Ambulatory blood pressure
monitoring includes patients’ wearing a device which measures their blood pressure throughout the day and identify
white coat hypertension and masked hypertension.
Source: news-medical.net
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GLOBAL NEWS
3. Research Xchange Forum for CAR-T cell therapy
The American Association for the Advancement of Science (AAAS), the world’s largest general scientific society, has
collaborated with sartorius and science/AAAM in organizing the 3rd Research
Xchange Forum, which will be held at the AAAS headquarters in Washington on
25 April 2019.
The Research Xchange Forum (RXF2019) is aimed at promoting interdisciplinary
exchange and fostering potential collaborations between academia and industry
on highly promising scientific fields relevant to both scientists and businesses.
Experts from academic, clinical and biotech fields will put forth a proposal on the novel developments in CART-T cell
therapy.
Source: news-medical.net

4

Volume 3 / March 2019

GLOBAL NEWS
4. Roche and Genentech initiate global Phase III trials for faricimab
Roche and Genentech have initiated two large global Phase III clinical trials for
evaluating the potential of bispecific antibody ‘faricimab’ in the treatment of wet agerelated macular degeneration (wet AMD). TENAYA and LUCERNE studies will evaluate the
safety, efficacy and durability of faricimab compared with aflibercept in the treatment
of wet AMD.
Faricimab is the first bispecific antibody, specifically designed for the treatment of
retinal disease, the drug simultaneously binds and inactivate Angiopoietin-2 (Ang-2) and
vascular endothelial growth factor A (VEGF-A).
The inactivation of Ang-2 and VEGF-A can improve vision outcomes for patients. The drug is also being tested in patients
with diabetic macular edema. Studies have jointly enrolled 1,300 patients with wet AMD, who will receive faricimab
every 16 weeks or aflibercept every 8 weeks.
Source: pharmatimes.com
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PHARMA INDIA
1. Guideline on acceptance of stability studies data
The Drugs Consultative Committee (DCC) of the Union Health Ministry has set up a subcommittee to frame guidelines on
the acceptance of stability studies data.
The stability data is generated by the applicant in Form-29 or the data is generated by
manufacturers in formulation research and development for grant of permission.
The Drug Controller General of India (DCGI) has issued letters that manufacturers are
required to submit stability data for six months for their existing products and stability
data for three months for products declared as rational by Kokate Committee in order to
get permission for manufacturing of drug formulations.
Drug manufacturers have expressed concern over mandatory submission of stability test
for approval of all drugs.
Source: pharmabiz.com
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PHARMA INDIA
2. Fast-track proposal clearances for CTs for Indian companies
The latest clinical trial rules by the Drug Controller General of India (DCGI) will provide fast-track clearance for
conducting clinical trials for Indian pharmaceutical companies. Indian companies will be provided support to start
clinical trials (CTs) and their proposal will be approved by the Drug Controller General of
India within 30 days.
The approval for CTs of Indian companies in fast tracked, and the waiting period for
multinational companies will be six months that will further boost drug research efforts by
Indian companies.
The president of Indian Society of Clinical Trials said that the new rules will help
pharmaceutical research in India for both Indian companies and MNCs.
In the new rules, DCGI has also decided to change the compensation charges for death and disability during CTs. In the
previous draft, it was mentioned that 60% amount would be not be refundable even if the expert committee found that
the death or disability was not related to CTs. Now the non-refundability clause has been done away with.
Source: thehindubusinessline.com
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PHARMA INDIA
3. West Bengal DCA proposal to boost pharma production
The West Bengal Drugs Control Administration (WBDCA) will provide help to pharma manufacturing sector to boost
pharmaceutical production. The small scale pharmaceutical sector in WB requires support from the government, hence,
the DCA has proposed to the government for its intervention.
WB state had >1,000 pharmaceutical manufacturing units till three decades ago, but majority of the small-scale
pharmaceutical units have closed due to technological and legal issues in the state with only 70 operating units
remaining that are SMEs and they too suffer from several problems.
Many companies were shut down due to the inability to comply with Good Manufacturing Practices (GMP) and legal
issues. Further, the unsupportive nature and attitude of Drug Inspectors and Drug Controllers also acted against the
growth of this sector. Now DCA has decided to support small scale manufacturing units and increase pharma production.
Source: pharmabiz.com
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PHARMA INDIA
4. 'Chemists' and 'druggists' to be replaced with 'pharmacy'
The Drugs Consultative Committee (DCC) of the Union Health Ministry has decided to replace words ‘chemists’ and
‘druggists’ with ‘pharmacy’. The changes were proposed by the Karnataka State Registered
Pharmacist Association (KSRPA).
DCC has appreciated this word ‘pharmacy’ over ‘druggists’ and ‘chemists’. The
replacement would be done as per Rule 65 (15) under the drugs and Cosmetic Rule, 1945.
KSRPA has requested the government to revise the Rules 65 (b) and 65 (c) and medical
shops can be called pharmacies at the earliest.

Source: pharmabiz.com
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REGULATORY ROUND-UP
1. EMA will follow Amsterdam BREXIT relocation
The European medical Agency (EMA) has officially departed from London to Amsterdam following a BREXIT relocation
vote in November 2017.
The permanent headquarter of EMA in the Zuidas business district, is under
construction and will be completed by November 2019. Temporarily, the EMA
office will be located in the Spark building, in the Sloterdijk area of
Amsterdam.
With this change in location, there will also be changes in the time zone,
which could impact the submissions and deadlines. EMA's working hours will
switch from GMT to Central European Time (CET) from 11 March 2019 onwards, reflecting EMA's physical relocation.
The official business hours will be 8:30-18:00 (CET) and switchboard opening hours will be 7:30-18:30 (CET), MondayFriday.
“To reduce the risk of complications, EMA will seek to avoid applying a deadline of midnight on 29 March 2019 in
areas such as procurement, job vacancies and regulatory submissions. Where this is unavoidable, EMA will
individually consider any cases where a third party considers their submission to have been negatively impacted
by EMA's change of time zone. EMA will also take account of the impact of its change of time zone wherever a
question regarding compliance with deadlines arises,” EMA said.
Source: raps.org

10

Volume 3 / March 2019

REGULATORY ROUND-UP
2. FDA launches ‘Request to Connect’ portal
The US Food and Drug Administration (FDA)
has launched an online portal for patients,
caregivers, advocates and health professionals
to ask questions or request meetings on any
drugs, biologics, devices or combination
products.
The “Request to Connect” portal is codeveloped by FDA’s Patient Affairs Staff and
Medical Product Centre and can be accessed
online
at:
https://www.accessdata.fda.gov/scripts/cder
/email/dsp_ESMR.cfm.
Source: raps.org
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3. TGA proposes 5 medical device classifications
Therapeutic Goods Administration (TGA) has proposed classification for medical devices in line with the EU medical
device regulation (MDR).
The consultations consider the current classification requirements in
Australia for five specific medical device types.
The proposal includes incorporating “a number of clarifying
amendments” into current classification rules for EU MDR alignment
and would classify medical devices that are substances or a mixture of substances for in vitro use in direct contact with
human cells, tissues and organ storage solutions and IVF media into Class III (high risk).
Proposals without potential amendments include medical devices:




that administer medicines or biologicals by inhalation
used in direct contact with the heart, central circulatory or central nervous systems
that are substances introduced into a body via a body orifice or applied to the skin

The new proposals will be introduced by May 2020.
Source: raps.org
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REGULATORY ROUND-UP
4. FDA guidance to speed entry of insulin biosimilars require changes
With Eli Lilly announcing the entry of a generic version of its Humalog insulin at half of the original price, senators at US
seek tweaking the recent US Food and Drug Administration (FDA) guidance to speed up the marketing of new biosimilar
insulin products.
The FDA guidance will allow transitioning of approved marketing applications for a subset of products in the category of
‘biologics’, which were previously approved as drugs under section 505 of the FD&C Act, including insulin and human
growth hormone.
Though this FDA guidance aims at facilitating the submission of biosimilar insulin products for the first time, the
senators have raised an issue that “the current regulatory framework still introduces perverse incentives that could
delay the introduction of low-cost insulin products into the market in the short-term”.
The senators have also requested FDA to respond on the following three issues:
1. The steps FDA is taking to expedite the approval of insulin follow-on applications before 23rd March 2020 deadline
2. How many application are pending and
3. Whether FDA anticipates approving any insulin follow-on applications prior to 23rd March 2020.
The Senate Finance Committee has begun to investigate insulin prices from Eli Lily, Novo Nordisk, and Sanofi.
Source: raps.org
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Pfizer signs licensing agreement with AnToIRx for type 1 diabetes
Pfizer and AnToIRx have signed licensing agreement for immunotherapy treatment to fight against Type 1 diabetes.
Under the licensing agreement, Pfizer will have the development rights, further
optimization, and potential commercialization for immunotherapeutic product of
AnToIRx - a US-based biotechnology firm. Pfizer will pay an upfront payment along
with potential milestone and royalty payments to AnTolRx as per the agreement.
Type-1 diabetes is also known as insulin-dependent diabetes. It is a chronic, auto
immune disease that can create serious complications such as kidney, eye and
nerve diseases.
AnToIRx is engaged in the development of targeted antigen-specific treatments by immune tolerance induction instead
of broader immune suppression. The company is working to address a variety of inflammatory and autoimmune
diseases. Pfizer is supporting AnToIRx for developing therapeutics based upon antigen-specific tolerance with an aim to
deliver innovative new medicines for patients with immunological diseases. Pfizer’s main goal is to advance potential
cure for autoimmune diseases and to develop potential strategy for curing autoimmune diseases.
Source: pharmaceutical-technology.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
2. Merck acquires Immune Design for immunotherapy development
Merck has acquired US-based immunotherapy firm Immune Design valued at ~$300
or $5.85 per share. Immune Design is engaged in developing immunotherapy drugs
using in-vivo techniques that stimulate the body to fight against disease.
The GLAAS and ZVex technologies developed by Immune Design
stimulate the body’s own immune system by producing antigenspecific cytotoxic immune cells that can fight against cancer
and other chronic disease
Scientists at the Immune Design have established unique approaches for cancer and adjuvant systems to enhance the
ability of vaccine to protect against infections. Merck expects to supports Immune Design’s ongoing efforts for the
prevention and treatment of diseases.
Immune Design includes candidates across immune-oncology, infectious and allergic disease. The company’s lead
product G100 is a potent intratumoral TLR4 agonist designed for anti-tumor immune response. The drug candidate has
been evaluated in various clinical trials.
This agreement will create capabilities for long-term success.
Source: pharmaceutical-technology.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
3. Eli Lilly acquires Loxo Oncology
Eli Lilly has completed the acquisition of all
outstanding shares of Loxo Oncology. The acquisition
was signed for precision medicines to potentially treat
genomically defined cancers. The deal was valued at
approximately $8bn.
Both the companies have signed the final agreement. Loxo Oncology has focused on an oral rearranged during
transfection (RET) inhibitor - LOXO-292 - to treat cancers relating to the RET Kinase fusion and mutations such as lung
and thyroid cancers. The drug therapy has received breakthrough therapy designation from the US Food and Drug
Administration (FDA) for three indications and will be commercially launched in the next year.
Loxo is also developing Bruton’s Tyrosine Kinase (BTK) inhibitor that is known as Loxo-305 - designed for BTK alteration
and resistance to BTK inhibitors. Loxo has also developed tropomyosin receptor kinases (TRK) inhibitor - vitrakvi
(larotrectinib) and Loxo-195.
Source: pharmaceutical-technology.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
4. Novartis divests Proleukin’s US rights for Clinigen
Novartis has signed an agreement with UK based Clinigen group regarding the US
rights of their drug ‘proleukin (aldesleukin)’ for up to $210m.
Proleukin is a synthetic compound and human recombinant interleukin-2 (IL-2)
protein that stimulates lymphocytes to fight against disease and infection.
Clinigen believes that proleukin is a potential combination treatment for cancer and
in the treatment of metastatic melanoma and metastatic renal cancer.
Clinigen will make an upfront payment of $120m, followed by $60m in deferred payments over 12 month after closing
the deal.
Currently the drug has been used in approximately 80 studies in the US.
Source: pharmaceutical-technology.com
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DRUGS: APPROVALS AND LAUNCHES
1. European Commission approves Roche’s Tecentriq combo
Roche has received approval, for Tecentriq (atezolizumab) drug in combination with Avastin and chemotherapy as an
initial treatment for people with a specific type of lung cancer,
by European Commission.
The combination has been approved as a first line treatment for
people with metastatic non-squamous non-small cell lung
cancer (NSCLC).
NSCLC is the most common type of lung cancer, accounting for about 85 percent of all cases.
Source: health.economictimes.indiatimes.com
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DRUGS: APPROVALS AND LAUNCHES
2. USFDA approves dupilumab use for adolescents
The U.S. Food and Drug Administration has approved Regeneron
pharmaceutical Inc and Sanofi SA’s eczema drug ‘Dupixent’
(dupilumab) for use in adolescents.
Dupixent has been an important revenue driver for both companies in the
world’s largest market for drugs, and this approval has helped in expanding
the use of dupixent.

Approved initially in 2017, dupixent has been launched as a treatment for adults with moderate-to-severe atopic
dermatitis, as well as a drug for some asthma patients in the US.
Source: health.economictimes.indiatimes.com
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DRUGS: APPROVALS AND LAUNCHES
3. Bayer seeks European marketing approval for darolutamide
Darolutamide has a distinct chemical structure that binds to non-steroidal androgen receptors with high affinity and
exhibits strong antagonistic activity, inhibiting the receptor function and the growth of prostate cancer cells. It is not
yet approved by the US Food and Drug Administration (FDA), the European Medicines Agency or any other health
authority. The Orion Corporation and Bayer have submitted a marketing application in Europe for use of
Darolutamide in patients with non-metastatic castration-resistant prostate cancer.

ARAMIS a double-blind, placebo-controlled, phase 3
trial randomized (2:1) men with nonmetastatic,
castration-resistant prostate cancer and a prostatespecific antigen doubling time of 10 months or less,
to receive darolutamide (600 mg [two 300-mg
tablets] twice daily) or placebo while continuing
androgen-deprivation therapy.
Darolutamide demonstrated a significantly higher
median metastasis-free survival vs. placebo (40.4
months vs. 18.4; hazards ratio: 0.41; 95%
confidence interval, 0.34 to 0.50; P<0.001).

45
40.4

Median metastasis free survival (months)

The application is filed based on the positive data
from the Phase III ARAMIS study.

40
35
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5
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The results of the study are published in the New
England Journal of Medicine.

Darolutamide

Source: pharmatimes.com; nejm.org
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DRUGS: APPROVALS AND LAUNCHES
4. Piramal launches generic Cinacalcet tablets in the US
Piramal Enterprises Limited announced the launch of generic cinacalcet hydrochloride tablets (30mg, 60mg and 90mg)
by its global pharma business partner Slate Run Pharmaceuticals LLC, in the United
States.
Cinacalcet tablets are indicated for the treatment of secondary hyperthyroidism
(HPT) in adult chronic kidney disease patients on dialysis and hypercalcemia in adult
patients with parathyroid carcinoma.
Piramal’s subsidiary, Piramal Healthcare (UK) Limited (‘PHL’), has partnered with Slate Run Pharmaceuticals with a goal
of developing a non-infringing formulation of cinacalcet hydrochloride tablets.
Piramal received a favorable US district court ruling which holds that piramal’s generic version does not infringe any of
the asserted claims of Amgen’s Patent No. 9,375,405 related to Sensipar® (cinacalcet hydrochloride) tablets.
Source: health.economictimes.indiatimes.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Positive Phase III results for secukinumab in psoriasis patients
Novartis has announced positive Phase III results for Cosentyx (secukinumab). The study investigated the efficacy and
safety of secukinumab in 441 Chinese patients with moderate to severe plaque psoriasis.

% of Patients

Cosentyx is a targeted biologic and treatment which specifically inhibits IL-17A, a cornerstone cytokine involved in the
inflammation and development of psoriatic disease, including psoriasis (PsO), psoriatic arthritis (PsA) and ankylosing
spondylitis (AS). IL -17A is produced by both IL-23 dependent and IL-23 independent pathway by various cells from both
innate immune system and adaptive immune system. By acting directly on IL-17A, cosentyx inhibits this cytokine
irrespective of where the IL-17A comes from.
Cosentyx has shown fast and sustained long term
120%
efficacy and safety profile, with almost zero
Cosenyx 300 mg
Cosenyx 150 mg
injection site reaction and pain. It is approved in
100%
more than 80 countries like the European Union
countries and the US, and is supported by 100
80%
studies in the real world and clinical setting.
60%
40%
20%
0%
PASI 75 at Week 12

PASI 90 at Week 12

Source: Pharmabiz.com
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The data, part of a broader ongoing 52 week
phase III study in 543 patients, show that 97.7%
of patients treated with Cosentyx 300mg
achieved Psoriasis Area and Severity Index (PASI)
75 and 80.9% achieved PASI 90 by week 12, with
87% of patients reaching PASI 90 by week 16. In
patients treated with Cosentyx 150mg, 87.8%
achieved PASI 75 and 66.4% achieved PASI 90 at
week 12.
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. New treatment for porphyria ‘givosiran’ shows positive results
The new drug candidate for porphyria givosiran has shown promising results in a clinical phase I study in 40 patients.
The study has been conducted in a long-standing collaboration with the Porphyria Centre Sweden, which has also
provided the majority of the patients. Givosiran is developed by Alnylam Pharmaceuticals. The mechanism of action of
givosiran is based on a natural method of inhibiting gene expression called RNA interference (RNAi).
A study published in the New England Journal of Medicine showed that givosiran can prevent severe, potentially lifethreatening attacks of abdominal pain, nausea, vomiting and paralysis caused by acute porphyria.
"Givosiran down-regulates ALAS1, the key regulator
of the hepatic heme synthesis pathway, which
reduces toxic metabolites without the use of
hemin," says the study's lead author Eliane Sardh.

83%
83%
82%

% of Patietns

Givosiran reduced the number of acute attacks in
patients by up to 79%, and the need for hemin
decreased by up to 83%. Most of the reported side
effects were mild or moderate, and no clear link
was observed between adverse reactions and dose.

84%

81%
80%
79%
79%
78%

Severe adverse reactions were reported in six
patients, including one death that was deemed
unrelated to givosiran.

77%
Reduction in acute attacks Decrease in need for hemin

Source: news-medical.net
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. Pembrolizumab found effective in advanced Merkel cell carcinoma
Merkel cell carcinoma (MCC) is a disease in which malignant (cancer) cells form in the skin. The first drug approved to
treat metastatic Merkel cell carcinoma was avelumab in 2017. Guidelines have recommended use of chemotherapy in
this disease in 2016 and pembrolizumab use after chemotherapy was recommended in 2017. Currently, avelumab,
nivolumab, and pembrolizumab are all recommended as preferred first-line therapies for Merkel cell carcinoma, ahead
of chemotherapy.
Pembrolizumab as a first-line and programmed cell death-1 therapy in patients with advanced Merkel cell carcinoma
was investigated in a multi-center phase II clinical trial.
The study demonstrated tumor control, generally
manageable side effects and improved overall survival with
pembrolizumab. The results are published online in the
Journal of Clinical Oncology.

% of Patietns

60%

In this multicenter phase II trial, 50 adults naïve to
systemic therapy received pembrolizumab (2 mg/kg every
3 weeks) for up to 2 years.

56%

50%
40%
30%

32%
24%

20%
10%

The average length of progression-free survival was 26.8
months, with a 24-month rate of 48.3%. The overall
survival rate at 24 months was 68.7%.

0%
Complete
response

Source: ascopubs.org; news-medical.net
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4. Dasotraline is a promising treatment for ADHD
Dasotraline is a promising new treatment for attention deficit hyperactivity disorder (ADHD). It has showed significant
improvement in efficacy in the treatment of ADHD compared to placebo in a new study in children aged 6 to 12 years.
Dasotraline showed improvements beginning at week 1 and continuing throughout the study. The results are published
in the Journal of Child and Adolescent Psychopharmacology.
In a 6-week placebo-controlled, fixed-dose trial, children (n=342) with a diagnosis of ADHD received a once-daily
morning dose of dasotraline (2 mg or 4 mg) or placebo. The primary efficacy endpoint was change from baseline in
ADHD rating scale.

% of Patietns

20%

Treatment with dasotraline was associated with significant
improvement at study endpoint in the ADHD RS-IV HV total
score for the 4mg/day dose versus placebo (−17.5 vs.
−11.4; p< 0.001; effect size [ES], 0.48), but not for the
2mg/day dose (−11.8 vs. −11.4; ns; ES, 0.03).

17.5%

15%
11.80%

11.40%

10%

Significant improvements were also seen for some of the
secondary efficacy endpoints, including measures of
hyperactivity and inattentiveness.

5%

The study also assessed the safety of dasotraline
treatment and performed subgroup analysis to look for
differences in safety and efficacy across subgroups such as
age, gender, and use of other treatments for ADHD.

0%
Dasotraline 4
mg/day

Dasotraline 2
mg/day

Placebo

Source: liebertpub.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. Purdue Pharma exploring for bankruptcy filing due to opioid litigation
Purdue Pharma LP is preparing for a possible bankruptcy filing as it seeks to contain liability
from hundreds of lawsuits alleging it fueled the nation’s opioid epidemic, according to people
familiar with the matter.
The potential move shows how Purdue is under pressure to respond to
mounting litigation accusing the company of misleading doctors and patients
about risks associated with prolonged use of its prescription opioids.
Purdue denies the allegations, arguing that the U.S. FDA has approved the
labels for its oxycontin with warnings related to the risk of abuse and misuse
associated with pain treatments.
Source: insurancejournal.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
2. Teva settles with Federal Trade Commission over reverse payments
The US Federal Trade Commission (FTC) announced a settlement resolving pending claims in three separate federal
court antitrust lawsuits involving subsidiaries of Teva Pharmaceuticals. Teva has already had to pay up $1.2 billion to
FTC for a "pay-for-delay" deal to protect narcolepsy drug Provigil.
Teva need not pay any cash in the new settlement but will be restrained from competing against authorized generics.
The new settlement also prohibits “side deals,” or payments to generics companies around the time of a resolution of a
patent case. Three separate federal court antitrust lawsuits that are doped by FTC include:
1. First case: FTC appealed in 2009 over delays for generics to AbbVie’s AndroGel – the case was previously
dismissed by a court, but the Supreme Court reversed the decision and stated that reverse-payments can violate
antitrust laws
2. Second case: FTC sued in 2017 over delays to Lidoderm generics after a deal between Endo and Watson (Teva’s
subsidiary). Endo has settled its portion of that case with the FTC and is also under a 10-year order barring "payfor-delay" agreements.
3. Third case: involves AndroGel and alleges a reverse-payment deal between AbbVie and Teva. The government
also said AbbVie filed “baseless” patent infringement suits to delay generic competition. A court dismissed the
reverse-payment claim in 2015, and the decision is under appeal.
Source: fiercepharma.com
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3. Avanir Pharma: Nuedexta sales practices to resolve DOJ probes
Avanir is nearing a deal with the Department of Justice (DOJ) to resolve the government's probe over its marketing of
neurological treatment Nuedexta. Avanir pharma reached an “agreement in principle” to wrap up a federal
investigation by DOJ, which has been investigating Avanir since at least early 2016.
Nuedexta is an FDA-approved drug indicated for the treatment of pseudobulbar affect (PBA) marked by periods of
uncontrollable crying or laughing. PBA is a disorder that affects patients with neurological conditions such as multiple
sclerosis. In October 2017, it was reported that Avanir pharma has marketed
the drug primarily to nursing home residents, however, the drug has not been
extensively studied in elderly patients.
Avanir won’t disclose the settlement details until its finalized. The estimated
cost for wrapping up the Nuedexta investigation will cost ~$120 million
including fines, damages, disgorgement, restitution and more according to Otsuka – the parent company of Avanir
Pharma.
Source: fiercepharma.com
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4. BioInvent to receive patent for its F.I.R.S.T platform
BioInvent International AB announces that the United States Patent and Trademark Office (USPTO) has issued a notice
that it has allowed the patent application relevant to its F.I.R.S.T. platform and can
proceed to grant the patent that covers methods for differential biopanning. The
patent is expected to be issued once BioInvent has responded to this Notice.
This patent, once issued, strengthens the protection in the US for BioInvent’s unique,

function-based F.I.R.S.T. platform, which allows for simultaneous identification of
clinically relevant target structures and matching antibodies and the now allowed
application is a so called continuations application based on a US patent granted in
2013. A similar patent was granted some years earlier by the European patent office,
and it is valid in 20 European countries.
Source: Pharmabiz.com
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1. New sensor tool for detecting melanoma
Researchers at the British University in Columbia have developed and tested a new handheld sensor device for
melanoma diagnosis. Melanoma is a skin cancer that begins in the melanocytes.
The new device uses a laser to spot the telltale signs of skin cancer as
the light passes through the cancerous cells and gives its outputs in a
simple number that indicates how dangerous the lesion is.
The system investigates the optical polarization of the illuminated
target. The device is in prototype phase, doesn’t require any special
lenses and camera, and costs up to $300.
The researchers have conducted a study in 47 human volunteers and 47 lesions, which has shown promising results.
Source: medgadget.com
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2. NaoTrac - the first autopilot surgical robot
Taiwan based Brain Navi Biotechnology Company has developed NaoTrac autopilot surgical robot for brain surgery. The
device uses artificial intelligence (AI), machine vision and robotic technology to provide procedure solution for surgical
planning, precise anatomical location and accurate handling of instruments.
This robotic device can act as an assistant to surgeons, which will help in long operations, standardize operations and
will provide a higher degree of accuracy throughout the surgery.
NaoTrac has been used in a First-in-Human trial at Hualien Tzu-Chi Medical Centre and executed an external ventricular
drainage (EVD) on a hydrocephalus patient. The device implemented the EVD tube in just 30 seconds and a postoperative CT showed the tube was placed in the exact location which the surgeon had planned before the surgery.
NaoTrac has potential ability to collaborate in surgery in the field of immunotherapy, cell transplant, microchip
implantations, which require a high degree of accuracy (0.01~0.2 cm).
Source: medgadget.com
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3. New SedLine device approved in EU to monitor children’s brains
SedLine devices help to assess brain function while the patient is under anesthesia, which can help maintain the proper
depths of anesthesia to prevent side effects, while helping to improve post-surgical recovery. This technology has
already been cleared in the U.S. and Europe for adult patients and now a SedLine brain monitoring system for pediatric
patients under anesthesia developed by Masimo has been approved by the European medical agency.
SedLine is arranged with four electroencephalograms (EEG) and provides the details on a number of parameters
including Masimo’s own Patient State Index (PSi) – which has optimizations specific to pediatric patients in order to
provide consistent and accurate results.
In the new system, PSi is not easily modulated by electromyography (EMG) interference and multitaper density spectral
array (DSA) that improves the fidelity of the EEG output compared to the original SedLine.
Source: medgadget.com
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4. CalmAn neuron tracking tool for brain function
Flatiron Institute has developed a new tool ‘CaImAn’ to track the large number of neuronal movements and activity,
which is required for understanding brain function. The tracking tool depends on machine-learning methods to track the
cell under the microscope.
The images of neurons are taken by calcium imaging techniques and can automatically differentiate between individual
neurons. The machine has been already used by dozens of labs and this latest system is more suitable for implementing
in studies. The system is nearly as good as trained humans at tracking cells from calcium imaging data.
This technology can help in better neuroscience research and therapies and potentially help in to manage a variety of
critical conditions.
Source: medgadget.com
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