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GLOBAL NEWS
1. New monoclonal antibody developed for Ebola virus
Researchers at the Wistar Institute and partners have developed a novel DNA – encoded monoclonal antibody (DMAbs)
that target Zaire Ebola virus. It is based on the revolutionary properties of synthetic DNA technology, and DMAbs
physically bind with Ebola targets called Epitopes.
DMAbs offer a long-term protection against the virus and provide powerful screening of monoclonal antibodies. The
results have been published online in “Cell Reports.” These DMAbs provide the genetic blueprint for the body to make
specific antibodies against functional and protective Ebola virus.
Currently, no treatment option is available for managing Ebola virus disease. West Africa had the highest incidence of
Zaire Ebola virus in 2014-2016, more than 28,600 cases and 11,325 deaths have been reported according to the Centre
for Disease Control.
This new approach requires high and repeated dose administration of recombinant monoclonal antibodies that are
complex and expensive; hence cost affordability remains a challenge.
Source: globalpharmaupdate.com
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2. Fast-track designation for global lung cancer therapies
The global lung cancer therapeutics market is expected to be driven by the increase in healthcare expenditures and
government funding in key countries by 2023 as per the forecast reports by Research And Market.com.
The US Food and Drug Administration (USFDA), European Medicines Agency, China Food
and Drug Administration (CFDA) and Ministry of Health Labour and Welfare (MHLW)
Japan have approved the grant of fast track designation to the advanced therapies for
lung cancer, which is expected to play a significant role in the overall growth of the
lung cancer therapy market.
There has been an increase in the incidence of lung cancer due to increased use of
tobacco, rising environment pollution, increased exposure of toxic agents like radon, asbestos and toxic radiation. The
main reason is the higher incidence of non-responsiveness to chemotherapeutic agents.
There is an expected significant growth of global lung cancer therapy market due to the incidence of increased number
of new cases of lung cancer.
Source: oaoa.com
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3. Cellular stem cell technology for damaged heart muscle
The researchers at the University of Arizona Health Sciences believe that human pluripotent stem cell (hiPSC) is a key
point of regeneration of damaged heart muscles. The researchers have generated specific stem cells from small
quantity of blood sample and then converting into specific cell type of the body including cardiomyocytes. The
technology is not still ready to be deployed on the damaged human heart for regeneration. The study has been
published in “Nature communications.”
The professor of cellular and molecular medicine at the UA College of Medivine used a system based approach for single
cell transcriptomics, proteomics and Clustered Regularly Interspaced Short Palindromic Repeats (CRISPR) gene editing to
identify the different sub populations of cardiac muscles.
The different sub population of cardiomyocytes express specific transcription factor like NR2F2, TBX5 and HEY2 having
different biological functions in the heart. They can be used for repairing heart muscle injuries.
Source: sciencedaily.com
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4. Scientists find new signaling pathway for regeneration of hair
The researchers at the New York University School of Medicine have found a new signaling pathway for regeneration of
hair on damaged area of skin by stirring crosstalk in skin cell from the roots of hair.
The study was conducted on laboratory mice, and the experiment focused on the cells called fibroblast that releases
collagen. Collagen is the structural protein and is responsible for development of hair growth.
The main role of the structural protein is to provide shape and strength to the skin and hair. Researchers have activated
sonic hedgehog signaling pathway using cells thereby triggering hair growth.
The study has been published in journal of “Nature Communication.”
Source: economictimes.indiatimes.com
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PHARMA INDIA
1. Incidence of ‘protein deficiency pancreatic diabetes’ in central India
Pancreatic diabetes is a type of secondary diabetes mellitus (DM). According to a recent study in India, presented in a
conference in Ahmedabad, there are 32,900 cases of alcoholic and non-alcoholic pancreatic diabetes mellitus.
Of these, 31,709 cases were type 2 diabetes mellitus, 2003 were type 1 diabetes, 2310 were gestational diabetes and
585 were pancreatic diabetes. Pancreatic diabetes occurs due to inflammation of pancreas leading to damaged
pancreatic beta cells and thus interferes with insulin development and release.
Mainly two types of pancreatic diabetes are recognized, one with patients having history of alcoholism and the result is
post alcoholics chronic inflammation of pancreas, and the other is non-alcoholic that is classified as protein deficiency
diabetes.
Patients with protein deficiency diabetes mellitus (PDDM) generally have low body mass index (BMI), family history of
diabetes, low C-peptide and severe non-ketotic hyperglycemia. It is an inherited condition in which the body is unable
to breakdown and process the protein.
Source: imesofindia.indiatimes.com
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2. AYUSH pharmacopoeia to be online
The AYUSH (Ayurveda, Unani, Siddha, and Homeopathic) medicine system is planning to place
the pharmacopoeia standards for drugs and formulations online which would help manufacture
quality alternate drugs.
Ayurveda pharmacopoeia will give scientific information about 700 Ayurvedic drugs, available
online by the Pharmacopoeia Commission for Indian Medicine and Homeopathy (PCIMH). PCIMH
is an independent body under the AYUSH Ministry to develop pharmacopoeial standards for
drugs.
According to the officials, manufacturers are aware about the standard and quality control parameters as provided in
the standard authentic books, pharmacopoeias and formularies. Till now 400 single-drug molecules under Ayurveda and
300 double-drug molecules have been prepared.
The Drugs and Cosmetic Acts, 1940 and 1945 apply for manufacturing AYUSH drugs too. The National Pharmaceutical
Regulator and Ministry have finalized the timeline and list of documents for issuing the stamp of approval to all AYUSH
drugs’ manufacturers.
According to the Drug Controller General of India (DCGI), AYUSH will perform the product quality, efficacy and safety
evaluation while the Central Drug Standard Control Organization (CDSCO) will look into the Good Manufacturing Practice
(GMP) principles. According to this, the initial processing of the application will be done in 30 days, query response
application will be processed in 15 days and a joint site inspection by both agencies will be conducted in 90 days. The
manufacturer needs to submit the data on finished formulation including product specification, method of analysis,
accelerated and real time stability study evaluation for three batches of the drug and a process validation report on the
analytical methods.
Source: pharmabiz.com
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PHARMA INDIA
3. India’s first molecular lab for cervical cancer screening
Roche has launched India’s first molecular laboratory for its Human Papilloma Virus (HPV) DNA screening solution at the
Cancer Institute. It will be India’s first molecular laboratory for cervical cancer screening.
The long-term stable infection of HPV is the main cause for the development of cervical cancer. The development of
cervical cancer takes 10-15 years; hence, regular screening is required to understand the individual risk of disease.
In India, the prevalence of cervical cancer is 20% and has a higher incidence of mortality due to the disease;
approximately >1.2 lakh cases of cervical cancer are reported annually. It is second leading cause of cancer after breast
cancer in India. Chennai has a highest incidence of cervical cancer cases in India according the ICO HPV Information
Centre.
Currently, the most commonly used method of screening of cervical cancer is cytology based pap smears which has
contributed in reducing the incidence and mortality of cervical cancers. HPV DNA testing is another screening method
with a higher sensitivity compared to cytological screening, and can detect more precancerous lesions than cytology.
Source: pharmabiz.com
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4. Odisha DCA launches web portal for applications of licenses
The Odisha Drugs Control Administration (DCA) has launched an online web portal facility for applications for licenses.
The web portal will be active from 17th December 2018.
The DCA will accept only online applications for all licenses i.e., for medical shops,
manufacturing licenses, renewals of licenses. It is an easier way for applicants and would not
require visits to the DCA office frequently.
Odisha has been in the process of preparing this online system for the last three years. Odisha has more rural districts
and connectivity of internet is a major problem for online systems. However, now all the offices have set up with high
tech facilities for accepting the applications.
Source: pharmabiz.com
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REGULATORY ROUND-UP
1. CDSCO to amend law to regulate LASA medicines
The Central Drugs Standard Control Organization (CDSCO) is likely to amend the Drugs and Cosmetics Rules for
regulating the brand names of the drugs. The goal is to help consumer and avoid
confusion. Currently, the trade names are not controlled by licensing authority.
According to the industry experts, an irrational name creates confusion to healthcare
professionals and also to the patients. There are many looks alike and sound alike
(LASA) drugs that can cause medication error and can create harm to the patients.
Last year, the Goa Directorate of Food and Drugs Administrations (FDA) issued an alert regarding Medzol - because two
different pharmacological categories of the drug were being marketed under this name.
Source: pharmabiz.com
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2. DCGI to recruit engineers to inspect medical devices
The Drug Controller General of India (DCGI) will recruit specialized engineers for regulating medical devices that are
either implanted in the patient’s body or used for diagnosis or treatment. A medical device could be a thermometer,
hip implants, cardiac stents or contraceptive devices. These drug inspectors will monitor the medical devices licensed
by the Central State Authorities.
The Central Drugs Standard Control Organization (CDSCO) will recruit up to 17 engineers from bio-medicine, chemistry,
bio-technology, mechanical, electrical, electronics or polymer engineering.
The Union Public Service Commission (UPSC) is through with the entrance examinations. These officials with knowledge
of engineering will join CDSCO after interviews are completed. The candidates should possess Master of Engineering,
and if the candidates have bachelors degree, they must have 2 years of experience in manufacturing, testing, and
regulation of medical devices.
Currently, 275 qualified inspectors are inspecting medical devices. The Indian Pharmacopeia Commission has got nearly
1,000 complaints of adverse events (AE) due to medical devices since 2015.
Source: thehindubusinessline.com
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3. State FDA and SBTC to train blood banks
The Food and Drug Administration (FDA) of Maharashtra has collaborated with the State Blood Transfusion Council
(SBTC) to train blood transfusion officers (BTOS), technical supervisors and technicians of
blood bank on self-inspection. STBC was established with an aim of providing adequate and
safe blood and its component at reasonable rates in Maharashtra after the Supreme Court
directive in 1996.
Training will help to understand the national blood policy and also blood processing as per
the national blood transfusion council (NBTC). The other objectives of SBTC are to promote
blood donation.
The goal of the training programme is to equip blood banks personnel to be audit ready for compliance to norms like:
 blood must be inspected prior to transferring from one facility to another
 to ensure that there is proper
o labeling of the blood bag
o cross match report for abnormal antibodies
o proper sealing of the blood bag
o checking for abnormal color in the red cells or plasma, which may occur due to possible bacterial
contamination and to check for hemolysis or clots
Blood bank audits are meant to check blood components, blood separation techniques to get appropriate component
quality, method of controlling temperature, management of returned blood, and quality control of supplies and
reagents.
Source: resources.crfhealth.com
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4. DCA to monitor sale and purchase of Schedule H/H1 drugs
Tamil Nadu State Drugs Control Organization (TN DCA) will monitor and control the sale and purchase of psychotic and
narcotic drugs in the border area of Kerala and Karnataka. Psycotic and narcotic drugs fall under Schedule H/H1 drugs
as notified under Narcotic Drugs and Psychotropic Substances (NDPS) Act. The director of TN DCA has given an order to
all ADC offices to conduct surprise raids to all retailers and wholesale shops.
Last week, the excise department in Thiruvananthpuram district seized 74 capsules of tramadol from youth carrying the
drug from Nagercoil.
The main sources of suppliers of these narcotic drugs are retailers and wholesalers. Possession of a quantity of 5 grams
of narcotic drugs is entitled for punishment of 10 years imprisonment and 1 lakh rupees fine.
Source: pharmabiz.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Argenx Biopharma merges with J&J for cancer treatment
Argenx Biopharmaceutical Company has signed an agreement with Cilag GmbH International and Janssen
Pharmaceutical Companies, which are subsidiaries of Johnson and Johnson’s. This agreement was made for the
development of Cusatuzumab.
The agreement has a potential worth up to approximately 1.6$ billion that
represents global collaboration and licensing agreement for the cancer drug
Cusatuzumab.
Janssen will make an upfront payment of $300 million to Argenx under this agreement while Johnson & Johnson
Innovation will make an equity investment of $200 million in Argenx.
The company develops antibody-based therapies for the treatment of severe autoimmune diseases and cancer.
Source: economictimes.indiatimes.com
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2. X4 Pharmaceuticals merges with Arsanis subsidiary
X4 Pharmaceutical has merged with a subsidiary of Arsanis in an all-stock transaction. Both the companies will focus on
commercialization of X4P-001. This is the lead product of X4 Pharmaceuticals for rare disease treatment.
A Phase III clinical trial for X4P-001 is expected to complete in the first half of 2019 for managing warts,
hypogammaglobulinemia, infections, and myelokathexis (WHIM) syndrome. X4P-001 in a Phase II clinical trial increased
the white blood cell (WBC) count and showed improvements in Wart lesions - the main symptoms of WHIM syndrome.
WHIM syndrome is caused by the mutation in CXCR4 receptor. It is a serious genetic primary immunodeficiency disease.
The existing stockholders of X4 Pharmaceuticals and Arsanis both own around 70% and 30% of the combined company,
respectively.
Source: pharmaceutical-technology.com
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3. Genentech acquires Jecure Therapeutics
Roche’s subsidiary Genentech has acquired Jecure therapeutics - a US based biotechnology company - to strengthen its
treatment options for liver diseases.
Jecure is involved in the discovery of agents for managing serious inflammatory
diseases such as non-alcoholic steatohepatitis (NASH) and liver-fibrosis.
According to the agreement, Genentech will have full rights to Jecure’s preclinical
portfolio for receptor family Pyrin Domain Containing Protein 3 (NLRP3) inhibitors.
NLRP3 inhibitors are similar to nucleotide-binding oligomerization. The NLRP3 inhibitors are being developed as a
therapeutic option for managing autoimmune and inflammatory disorders.
The company was started in 2015 from versant ventures and continues the development of NLRP3 inhibitors.
Source: pharmaceutical-technology.com
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4. Nuformix expands licensing agreement with NSB
Nuformix has expanded its licensing agreement with Newsummit Biopharma (NSB), a Chinese company, for developing
NXP001 for the cancer supportive care. Nuformix plans to do an additional pre-clinical study on NXP001 to further
validate differentiated product opportunities.
The total payments from NSB will increase from £2.5m to £3m\ with the addition of a second £500,000 pre-clinical
milestone.
The expanded licensing agreement was made for the commercialization of NXP001. Nuformix will reinvest initial
revenues into R&D, thus avoiding further fundraising at this stage.
NXP001 demonstrated additional commercial applications in addition to an alternative to the marketed reference
product with the data from the recent study. An additional pre-clinical study is planned in the first quarter of the next
year. NSB has rights to NXP001 for commercialization under the license agreement.
Source: mpo-mag.com
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DRUGS: APPROVALS AND LAUNCHES
1. Amifampridine approved for Lambert-Eaton myasthenic syndrome
Catalyst Pharmaceuticals has announced that its amifampridine (Firdapse) has been approved by the US Food and Drug
Administration (FDA). Firdapse is the first treatment for LambertEaton myasthenic syndrome (LEMS) - a rare autoimmune disorder.
The estimated prevalence of LEMS is three per million individuals
globally. Firdapse has also received Orphan Drug Designation by
the US FDA.
LEMS is caused by interruption between muscles and nerves cells,
and patients feel weakness and fatigue that affects their daily routine tasks. The body’s own immune system attacks
the neuromuscular junction and disables the nerve cell to send signal to the muscle cells. LEMS mostly occurs in cancer
patients.
Two clinical trials were performed for Firdapse’s efficacy evaluation; together 64 adult patients were included and
received Firdapse and placebo. The study measured quantitative myasthenia gravis score scale assessing muscles
weakness, and subject’s global impression - a seven-point scale rated their overall impression on the effect of study
treatment. Patients receiving Firdapse showed greater benefits compared to the placebo group.
Firdapse receiving patients experienced some common side effects like pricking and burning sensation, upper
respiratory tract infection, abdominal pain, nausea, diarrhea, headache, back pain, spasms, hypertension and seizures.
Patients who had convulsions had no previous history of seizure and also experienced hypersensitivity reaction such as
rash, hives, itching.
Source: worldpharmanews.com
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2. Generic Silodosin receives USFDA approval for BPH
Lupin has launched Silodosin capsules for the treatment of signs and symptoms of benign prostatic hyperplasia (BPH).
Silodosin is a generic version of Allergan's Rapaflo capsules and it has been
approved by the US Food and Drug Administration.
The strength of the capsule is 4 mg and 8 mg - the company said in a
statement.
According to IQVIA MAT data, Rapaflo had annual sales of 198.5$ million in
the US market.
Source: moneycontrol.com
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3. USFDA extends pediatric exclusivity grant for Lyrica
Pfizer’s Lyrica (pregabalin) has been granted by the US Food and Drug Administration (FDA) for pediatric exclusivity.
The approval has been extended for an additional six months till 30th June 2019.
Lyrica is already approved for fibromyalgia, diabetic nerve pain, spinal cord injury, nerve pain and pain after shingles in
adults in the US market. It has also been approved as adjuvant therapy for partial seizures in patients aged 4 years or
older.
Lyrica Pediatric Epilepsy Programme was submitted to the FDA as per their written request. The aim of this programme
was “to evaluate the use of Lyrica as adjunctive therapy for partial onset seizures in pediatric epilepsy patients”. The
pediatric exclusivity determination is based on data from this programme.
Source: pharmabiz.com
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4. Clobetasol propionate foam gets tentative US FDA approval
Glenmark Pharmaceutical gets tentative approval for Clobetasol propionate foam by the US Food and Drug
Administration (FDA). Clobetasol propionate foam is used for the treatment of hypersensitivity reactions such as
inflammation and itching and is caused by skin disease conditions like eczema.
Clobetasol propionate foam is a 0.05% emulsified formulation. Clobetasol propionate is the generic version of Olux-E
foam of Mylan Pharmaceuticals.
According to the IQVIA data, Olux-E foam has annual sales of about $ 13.3 million.
Source: business-standard.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. Teva gets positive results from Phase IIIb FOCUS study for migraine
Teva Pharmaceuticals has announced that they have got positive Phase IIIB results for their preventive drug treatment
fremanezumab for migraine in adult patients.
Migraine is a neurological disorder, characterized by severe headache, nausea and
vomiting. Approximately 1 billion people suffer from migraine worldwide.
Fremenazumab is a humanized monoclonal antibody. It binds to the calcitonin gene –
related peptide (CGRP) and blocks the binding receptor site.
The Phase IIIB FOCUS study was a multicenter, randomized, double–blind, placebo-controlled study for the investigation
of safety and efficacy of fremanezumab compared to placebo. In this study, the patients were randomized in blinding
fashion to one of the three treatment groups: quarterly dosing fremanezumab, monthly dosing fremanezumab or
placebo.
The study enrolled 838 patients suffering from chronic or episodic migraine. The patients treated with fremanezumab
showed a significant reduction compared to placebo after 12 weeks.
Fremanezumab treated group showed significant reduction in secondary endpoints compared to placebo. In the USA, it
is marketed as fremanezumab-VFRM injection and it is available as 225mg/1.5ml single dose injection administered
subcutaneously.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. AbbVie to stop enrollment in Phase 3 trial of Rova-T
AbbVie - a global pharmaceutical company - has decided to stop the enrollment of patients in the Phase III TAHOE trial.
This study was planned to evaluate rovalpituzumab tesirine (Rova-T) as a second-line treatment for advanced small –
cell lung cancer (SCLC).
The TAHOE trial is a randomized, open label, two-arm Phase III for the efficacy and safety of Rova - T vs. Topotecan in
patients having advanced or metastatic SCLC with higher levels of delta – like protein 3 (DLL3) and patients have disease
progression after platinum based chemotherapy.
An Independent Data Monitoring Committee (IDMC) has recommended stopping the enrollment in TAHOE trial due to
short overall survival in the Rova-T arm compared with the topotecan control arm.
For patients who are currently on treatment with Rova-T, IDMC recommended patients’ should make an individual
decision whether or not to continue the treatment.
Rova–T targets delta-like protein 3 (DLL3) associated with SCLC. Rova-T combines with a cytotoxic agent for minimizing
the toxicity of healthy cells. Rova–T is a third line treatment in SCLC. It is an investigational compound and its safety
and efficacy has not been established by the FDA and other authorities.
Source: pharmabiz.com
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3. New Phase II trial for novel dual drug regimens for ischemic stroke
Thrombolytic Science (TSI) - a biotechnological company - has initiated a Phase II clinical trial for a novel drug regimen
for ischemic stroke. The novel regimen is low-dose tissue plasminogen activator (tPA) and TSI’s mutant prourokinase
(HisproUK).
The Phase II study will confirm the efficacy and safety of its sequential dual-treatment regimen of low-dose tPA and
HisproUK in patients who have experienced ischemic stroke.
TSI has recently completed a Phase I study and confirmed the safety and efficacy of this drug regimen in healthy
volunteers.
In the Phase II study, TSI regimen will be compared with tPA immunotherapy - the current standard therapy for ischemic
stroke. TSI also plan to initiate a Phase II study of a pre-hospital dual treatment in heart attack patients in 2019.
Source: worldpharmatoday.com
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4. Novel drug treatment has positive results for Graves' disease
Apitop is a biotechnological company that is focused on autoimmune diseases such as multiple sclerosis, Graves’ disease
and uveitis. Apitop has developed a novel (ATX-GD-59) first in class drug treatment for Graves’ disease and achieved
positive results from a Phase I clinical trial.
Graves’ disease is caused by the body’s own immune system that damages the thyroid gland which becomes hyperactive
resulting in over production of thyroid hormone. Every year 20-30 people from every 1,00,000 people are diagnosed
with Graves’ disease; women are more affected. In Europe and the US, approximately 10 million patients have been
suffering from Graves’ disease but no specific treatment is available yet.
The current Phase I clinical study was conducted in 12 patients with Graves’ disease. The majority of subjects were
euthyroid. The clinical objective of therapy - close to being euthyroid by the end of treatment - was maintained during
the 3 months follow-up. ATX-GD-59 has shown positive results for safety and efficacy. It is a new safe and effective
treatment for the Graves’ disease. The administration of the drug is intradermally every two weeks over a period of 18
weeks.
Apitop will initiate a Phase II clinical study in the first quarter of 2019.
Source: worldpharmatoday.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. US Court declines rehearing Actavis petition
The US court of appeals has declined Actavis Elizabeth LLC’s combined petition for panel rehearing the case regarding
Orexo’s Zubsolv patent 8,940,330. Actavis filed the petition for panel rehearing on 24th October 2018, which has been
declined.
The US court of appeals reversed the invalid decision given in November 2016 and found that Orexo’s long-term Zubsolv
US patent 8,940,330 is valid. The patent will expire in 2032.
Orexo will host Capital Market day to share the information about the company strategy post this decision. The
complete programme and information about registration will be available on the company’s web site.
Source: pharmabiz.com
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2. Indivior and Aquestive file litigation over Dr. Reddy’s generic version
Indivior and Aquestive pharmaceutical company have a patent for the combination treatment of buprenorphine and
naloxone named Suboxone – for the treatment of opioid use disorder. Dr. Reddy’s generic version of Suboxone was
approved by the US Food and Drug Administration (FDA), but the drug was removed
from the market after patent challenge by the innovators. The Court of Appeals for
the Federal Circuit (CAFC) has removed the injunction which prevented Dr Reddy’s
to sell its generic Suboxone.
Aquestive in a statement mentioned that while the company is disappointed with the
decision and will continue to work with Indivior to pursue infringement cases against
Dr. Reddy’s.
Indivior has stated that it will claim a petition for panel rehearing of the ruling. After following the approval, Indivior
concerns that the litigation between both the companies are yet to be resolved and Indivior said generic entry into the
market will impact its market share.
Source: in-pharmatechnologist.com
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3. Mylan loses agency challenge to Bayer’s patent on Xarelto
The patent trail and appeal board said on its electronic docket that Mylan has failed to meet the burden of a patent
covering Xarelto, a Bayer’s drug.

The board declined institute review of the US patent No 9,539,218 for the treatment of blood
clot disorder with once a daily dose.

Mylan has claimed that the patent does not cover the invention and had subsequently filed a petition against Bayer and
its partner Johnson and Johnson.
Source: bloomberglaw.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
4. Patent writing software could create problems in industry
There is an increased use of software for writing patents in the Pharma industry. A speaker at the Life Science IP
conference in London warned that despite being good for efficiency, softwares could kill-off jobs, and may cause
confusion amongst examiners if a system is entirely run by artificial intelligence (AI) such as a black box system.
Software should be used as supportive and help us do more. Artificial Intelligence can help identify the quality and
function of patents.
Despite this warning, the Chinese Biomedical and Technology Application Association said that emerging technologies
like AI, blockchain and big data won’t take jobs away, but rather “help us do more”.
Source: ippromagazine.com
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TECHNOLOGY /NDDS
1. Ilya Pharma develop novel technology for wound healing
Ilya Pharma is an innovative Swedish biopharmaceutical company. The company has designed ILP-100 - a novel drug
delivery technology to accelerate the healing process in deep wounds, which help in protection against inflammation
and improve the quality of life, particularly in diabetic patients.
ILP-100 delivers human therapeutic proteins directly on the wound site or in colon of the intestine via living lactic acid
bacteria that act like small bioreactors, and uses a freeze dried formulation with a higher stability. Lactic acid bacteria
are revived immediately prior to use by adding a small volume of water.
The therapeutic protein is continuously delivered to the wound surface for one hour and accelerates the healing process
approximately by at least 80%.
ILP-100 is classified as a medical product, it is very cost-effective and delivers biologics locally and provides continuous
delivery of drugs and accelerates the wound healing.
Source: medgadget.com
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2. Researchers develop innovative stem cell therapy
Researchers from the Centre for Biomedical Technology (CTB) at Polytechnic University of Madrid (UPM) have developed
an innovative treatment to repair damaged brain tissues.
The central nervous system has limited ability to repair after brain stroke and trauma - the major risk of neurological
disorder. It can cause permanent brain disability like Alzheimer’s and Parkinson’s disorders.
Researchers noticed successful recovery in a previous study of mice suffering from brain stroke using encapsulated stem
cells with nontoxic biomaterial. The encapsulated stem cells positively repaired the brain nerve tissues, and prevented
the extension of damage resulting in increased survival rates.
According to Daniel González Nieto, a CTB-UPM researcher: "these results are a step forward in new treatments of
neurologic disorders when using silk fibroin as a drug delivery vehicle, achieving a higher therapy performance and the
functional improvement of patients".
Source: news-medical.net
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3. Novel treatment therapy for eye disease
The researchers at the School of Chemical and Biomedical Engineering (SCBE) and Clinical Insights from Singapore
National Eye Centre' have developed a novel therapy - a biodegradable patch for localized long lasting eye treatment.
The current eye treatment therapies such as eye drops and ointments interrupt the eye’s natural protectors (blinking,
tears). Injection can be painful and can increase the risk of infection. Due to these problems, some patients require
long-term treatment.
The proof-of-concept patch, successfully tested in mice, is covered with biodegradable microneedles that deliver drugs
into the eye in a controlled release fashion. Patch is placed onto the surface of the eye like contact lenses by gently
pressing the eye surface. The drug containing microneedle detaches and stay in cornea and starts releasing the drug.
The microneedle is made up of natural body substances. It is painless and minor invasive.
The study has been tested in mice with corneal vascularization, the single patch was 90% effective than single eye drop
with 10 times more drug content. If the study is effective in a clinical trial then it will be the best option for eye
treatment. The study was published in “Nature Communications.”
Source: news-medical.net
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4. Safe and cheaper 3D X-ray imaging technology
A new study has discovered a promising way to significantly lower the doses of X-rays that has the potential to
revolutionize 3D medical imaging and make screening for early signs of disease much cheaper and safer.
The researchers at the European Synchrotron Radiation Facility and Monash University have developed 3D X-ray images
of an object’s interior portion. The 3D images are clear to visible light. This new approach is known as “ghost imaging”
due to its ghostly nature.
The 3D imaging technique is cheaper, safe and more accessible. The most important thing is that the X-ray dose is not
directed towards the object that you want to capture. The 3D ghost imaging allows a great reduction in the doses of Xrays in imaging for early detection of cancers. In medical imaging X-rays, the main risk is of cancer because of its
radiation. This is the limitation of CT scan, 3D mammography for breast cancer and other 3D approaches.
Using 3D ghost image gets simple object of 5.6 mm diameter with low resolution of about 0.1mm. Researchers have
used a series of X-ray beams with patterns for invention of this 3D ghost imaging. Each beam is divided into two
identical beams and as a reference, the pattern is recorded in the primary beam, the primary beam never passes
through the object for imaging. Only secondary beam passes through the object. The total X-ray transmission is
measured by a single sensor.
Source: sciencedaily.com

32

Volume 12 / December 2018

WHAT’S NEW AT LAMBDA
1. Successful completion of USFDA inspection at Mumbai Facility
The US Food and Drug Administration (USFDA) has completed its inspection of the bio-availability/bio-equivalence
(BA/BE) clinical facility of Lambda Therapeutic Research Limited at Mumbai in Maharashtra, India, from 03 to 07
December 2018. The USFDA inspector did not issue any 483 observations. The inspection by the USFDA inspectors has
reinforced Lambda’s consistent performance and capabilities in conducting BA/BE studies.

2. Successful completion of MHRA inspection at Ahmedabad Facility
The Medicines and Healthcare products Regulatory Agency (MHRA) has completed its inspection of the bioavailability/bio-equivalence (BA/BE) clinical facility of Lambda Therapeutic Research Limited at Ahmedabad in Gujarat,
India, from 03 to 07 December 2018. The MHRA inspectors did not raise any critical/major observations during the audit
of 2 studies.

3. Lambda Ahmedabad facility clears ANVISA inspection successfully
The Brazilian Health Regulatory Agency ANVISA (Agência Nacional de Vigilância Sanitária) has completed its inspection
of the bio-availability/bio-equivalence (BA/BE) clinical facility of Lambda Therapeutic Research Limited at Ahmedabad
in Gujarat, India. The ANVISA inspectors did not raise any critical/major observations during the audit of 3 studies.
The inspection was conducted in the week of 10th December 2018 and it’s a moment of pride as this audit success adds
onto our growing list of successful Authorities from across the world and stands testimony to our unwavering
commitment towards Quality and Compliance.
The inspection by the USFDA, MHRA and ANVISA inspectors has reinforced Lambda's consistent performance
and capabilities in conducting BA/BE studies
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4. Successful completion of MHRA Pharmacovigilance inspection
The Medicines and Healthcare products Regulatory Agency (MHRA) has completed its inspection of pharmacovigilance
system of Lambda Therapeutic Research Limited’s client at Harrow office in the United Kingdom from 19 to 23
November 2018. There were no significant issues identified by the inspectors for pharmacovigilance activities managed
by Lambda.

5. Successful completion of Health Canada Pharmacovigilance inspection
The Health Canada has completed its inspection of pharmacovigilance system of Lambda Therapeutic Research
Limited’s client at Canada office of client from 10 to 12 September 2018. There were no significant issues identified by
inspectors for pharmacovigilance activities managed by Lambda and client received compliant rating from Health
Canada.
The inspection by the MHRA and Health Canada inspectors has reinforced Lambda’s consistent performance and
capabilities in Pharmacovigilance.
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