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GLOBAL NEWS
1. NCCS and KIIT discover cancer-causing RNA strain
A team of researchers from the National Centre for Cell Science (NCCS) Pune and Kalinga Institute of Industrial
Technology (KIIT) Bhubaneswar have found an RNA strain, which in case of over production, leads to cancerous growth
in cells. This RNA strain has been named as “Genomic Instability Inducer RNA” (GINIR).
Before this discovery, researchers believed that an abnormal activity of protein leads to cancer, with RNA transcription
being an important mechanism. The researchers pursued the idea that non-coding RNAs hold vital clues to deregulating cell growth balance, thus, leading to abnormal cell growth, a root cause of cancer.
The researchers demonstrated that the malignant and metastatic natures of the resultant cells were reduced if the
GINIR RNA content was lowered in tumor cells. The study titled ‘Noncoding RNA GINIR functions as an oncogene by
associating with centrosomal proteins’ authored by Panda S, et al., has been published in the international journal PLoS
Biology, which asserts GINIR RNA as a possible new target for cancer therapy. Currently, the team is working on the
regulation of GINIR and also on how it can be detected in the human body.
Source: health.economictimes.indiatimes.com
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GLOBAL NEWS
2. Memory loss due to mutation in non-inherited DNA
It has been believed that dementia arises from the inherited DNA, but researchers from the Cambridge University have
found out that only a small proportion of dementia cases are thought to be inherited, the cause of which is still
unknown.
The main causes of neurodegenerative diseases are the deposition of toxic proteins in the
brain, destroying the brain cells and damage in the brain regions that leads to memory loss
and loss of control.
Researchers hypothesized that spontaneous genetic error in the clusters of brain cells could
produce misfolded proteins, which may spread throughout the brain, ultimately leading to
neurodegenerative disease.
The researchers performed a study in 173 tissue samples (54 individual brains: 14 healthy individuals, 20 patients with
Alzheimer's and 20 patients with Lewy body dementia) to test their hypothesis with a new technique that allows to
sequence 102 genes (including genes known to cause or predispose to common neurodegenerative diseases) in the brain
cells. Somatic mutations were observed (spontaneous, rather than inherited, errors in DNA) in 27 out of the 54 brains,
including both healthy and diseased brains. The researchers concluded that these mutations may have arisen during the
developmental phase when the brain is still growing and changing and the embryo is growing in the womb.
The researchers also said that it needs further research to confirm whether the mutations are more common in patients
with dementia.
Source: health.economictimes.indiatimes.com
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GLOBAL NEWS
3. Scientists develop 3D print cells to produce human tissues
The scientists at the University of Utah in the US have developed a new 3D printed cell for the production of human
tissues such as ligaments and tendons.
According to a study published in the Journal of Tissue Engineering, a person with
damaged ligament, tendon, or ruptured disc could simply have new replacement tissue
printed and ultimately implanted in the damaged area.
This technology is the remedy for patients who have to undergo surgery, but now canbe
managed with replacement tissues without any additional surgeries.
In 3D print cell method, stem cells are derived from the patient’s own body fat and printed on a layer of hydrogel and
grown in vitro in a culture. After implantation, tissues gradually shift to bone cells and finally attach to the bone.
Source: health.economictimes.indiatimes.com
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GLOBAL NEWS
4. A new way for drug development: Ketyl radicals
Chemists at The Ohio State University have developed a new and improved way to generate molecules that can enable
designing new types of synthetic drugs. A Ketyl radical is the new way for drug development. In this study, the
researchers found a way to use manganese as a catalyst that could be activated with a simple LED light. The study has
been published in the scientific journal “Science”.
Carbonyl is the building block of creating potential new drug targets, carbonyl compounds are converted to the
“radical” and become more reactive, and new potential drug-like products can be created.
Researchers said manganese is an excellent catalyst; it is cheap, more abundant and more selective. It is used as
radicals by a complementary atom-transfer mechanism, rather than electron-transfer mechanism. Researchers will be
able to make more versatile and complex structures using this new method for generating new medicine.
The research was funded by the National Science Foundation and National Institute of Health.
Source: sciencedaily.com
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PHARMA INDIA
1. MNCs propose launch of low priced ‘second brands’
Three multinational pharmaceutical companies Pfizer, Glexo and Abbott have jointly proposed to launch a low priced
“second brand” of their products. These products are introduced in the Government of India’s “Ayushman Bharat health
insurance scheme”.
To allow the launch of “second brand” for introduction into the state-run insurance scheme, the US India Business
Council (USIBC) has asked the government for a mechanism of safeguard policy.
The National Health Agency (NHA) is responsible for implementation of Ayushman Bharat. The Scheme is the world’s
largest with Pradhan Mantri Jan Arogya Yojana (PMJAY) to provide affordable drugs to the people.
Source: health.economictimes.indiatimes.com
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2. PCI launches PRTS system using digital platform
The Pharmacy Council of India (PCI) has launched pharmacist registration and tracking system (PRTS) using national
digital platform.
The PRTS will provide all information about registered pharmacists based on age group,
education level, employment status, and also the details on pharmacy colleges and number
of pharmacists in each state. The PRTS will collect data from registries of all the state
pharmacy councils and synchronize.
Every registered pharmacist must be required to upload their details like qualification, and
professional details on the online portal. After uploading, these details will be verified by
the state councils to allow registration and verification. If any discrepancy is found, then the process is not counted
successful.
The project has been launched in November 2018 for pharmacist registration with the Delhi State Pharmacy council.
The PRTS will be implemented for the entire country from 1st December 2018.
Source: pharmabiz.com
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PHARMA INDIA
3. Pharma growth improves significantly after GST implementation
After Good and Service Tax (GST) implementation, there is a significant growth seen in the pharmaceutical sector with
an increase of 6% to Rs.1,31,312 crore in the year till 31st May 2018.
There is positive impact of GST in the Pharma sector as before GST implementation, the
annual turnover was 1,14,231 crore till 31st May 2017.
This drastic change is because of the regimen of “One Nation, One Tax”, and there is a
reduction in the multiple taxes by merging different taxes. It will also create a single
market with equal chance for all stakeholders.
Also, pharmaceutical companies combine their warehouse at strategic locations, effecting a reduction in the cost of
distribution.
Source: economictimes.indiatimes.com
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PHARMA INDIA
4. Pharma India: From Government policies to future concerns
Globally, India is the largest exporter of generic drugs, approximately 20% of global exports. According to pharma industry
experts, standard of drugs is the only concern for the market. The country is focused on quality of medicine and the
government is working on it.
The current status of pharmaceutical industry in the country is acceptable but there are some changes in policies that lead to
some confusion in business. Government is changing the guidelines and is taking resilient decisions to address the concern of
the pharma industry.
Earlier, Indian Pharma manufacturers were not worried about the quality of the drugs, they were focusing on the regulations of
the drugs. Instead they should focus on standardization and quality of their products.
India should be a part of the Pharmaceutical Inspection Co-Operation Scheme (PIC/S) which leads the implementation of Good
Manufacturing Practice (GMP) of human and veterinary products.
Source: ndtv.com
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REGULATORY ROUND-UP
1. USFDA recalls sartan products due to carcinogenic contamination
In the US, the sartan category of hypertensive drugs is recalled recently due to
carcinogenic contamination by the Chinese supplier. This recall opened up short-term
opportunities for a handful of Indian players.
The US Food and Drug administration recall was due to an impurity (NNitrosodimethylamine or NDMA) which was found in the recalled products that include
valsartan and its combinations. Valsartan is used for the treatment of high blood pressure
and heart failure.
According to the USFDA, four companies Teva, Prinston, Torrent and Hetero have recalled valsartan containing
products.
USFDA also alerted the Chinese supplier Zhejiang Huahai Pharmaceutical on import. The European Medicines Agency
also withdrew the authorization for Chinese valsartan products.
Source: business-standard.com
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2. NPPA fixes ceiling prices of 92 drugs
The National Pharmaceutical Pricing Authority (NPPA) has fixed a ceiling price of 92 drug formulations that are used in
the treatment of cancer, hepatitis C, migraine and diabetes under Drugs Price Control Order (DPCO) 2013. Manufactures
are allowed to increase the maximum retail price by 10% annually.
The calculation for essential drugs is based on the simple average of all medicines in a particular therapeutic segment
with sales of >1%.
The NPPA has been entrusted with the task of the fixation the prices of Pharma products, enforcement of DPCO and
monitoring of prices of drugs.
Source: economictimes.indiatimes.com
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3. China fines Pharma firm US$1.3 billion in vaccine scandal
China has caught a vaccine scandal of Changchun Changsheg Biotechnology company and the Chinese authorities have
punished and fined $1.3 billion on the pharmaceutical company.
The authorities punished the company for bogus rabies vaccine. The authority has ordered to
cease the production of rabies vaccines found to have fabricated record.
The company is accused of wrongly mixing stock solutions, modifying centrifuges, and
“destroying hard drives and evidence to conceal illegal actions”, the regulators said in a joint statement.
After this case, the authorities have announced to do a nationwide inspection of vaccine laboratories. India has also
ordered the recall of rabies vaccines manufactured by Changchun Changsheng.
Source: freemalaysiatoday.com
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4. WHO - Ebola attack in Congo
Deadly Ebola attack has risen in the town of Beni, in the Democratic Republic of the Congo, and the Ebola response
activity is continuing.
Vaccination was suspended and the operations center was closed, but teams still went out
into the communities to follow up on some alerts of potential cases, to meet contacts and
ensure that they are still well, and to bring sick people to the treatment centers. The
treatment centers, which are run by partners, remained operational.
“WHO will continue to work side-by-side with the ministry and our partners to bring this Ebola
outbreak to an end,” said Dr Tedros Adhanom Ghebreyesus, WHO Director-General.
Source: who.int
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MERGERS /ACQUISITIONS /COLLABORATIONS
1. Takeda gets European Commission clearance for acquisition of Shire Plc
Takeda Pharmaceutical Company has announced that they have recieved the European Commission’s (EC) approval for
the acquisition of Shire Plc. Takeda and Shire were fulfilling the criteria given by the EC for this clearance. The EC
clearance is based on the future potential overlap between Takeda’s Entyvio (vedolizumab) and Shire’s compound
SHP647 in the area of inflammatory bowel diseases.
The possession of SHP647 and its related rights is a condition to the completion of the Acquisition.
SHP647 is an exciting pipeline compound and Takeda expects the asset to attract interest from a number of potential
buyers. Takeda remains committed to Entyvio, which has been granted marketing authorization in more than 60
countries and is the cornerstone of Takeda’s diverse specialty gastrointestinal portfolio.
The Acquisition has now received clearances from the European Commission, the United States Federal Trade
Commission, the Japan Fair Trade Commission, the State Administration for Market Regulation in China and the
Brazilian Administrative Council for Economic Defense, among other regulatory authorities.
Source: pharmabiz.com
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MERGERS /ACQUISITIONS /COLLABORATIONS
2. Boehringer merges with Epizyme to develop new cancer therapies
Boehringer Ingelheim has collaborated with Epizyme for the research and development of new potential cancer
therapies. Epizyme is the US based biopharmaceutical company.
Both the partners are focused on epigenetic target which are enzymes within the helicase and histone acetyltransferase
(HAT) families. The epigenetic enzymes responsible are known to cause certain cancers when dysregulated. There is
currently no existing potential therapy.
The potential epigenetic inhibitors help in patients fight against difficult to treat cancer. Epigenetic inhibitors will
target the solid tumors.
As part of this collaboration, both the companies will work on development and research of helicase and histone
acetyltransferase.
Both the companies will share research responsibility. Boehringer will assume the global development and
commercialization responsibilities. Epizyme will focus on the potential targets and continue executing development of
the program in multiple ongoing and clinical trials.
Boehringer will make an upfront payment of $15 million to Epizyme under the agreement. Epizyme could also get up to
$280 million extra for research, development, regulatory and commercial milestones.
Source: pharmaceutical-technology.com
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3. Merck collaborates with Palantir for advance cancer research
Merck and Palantir have collaborated for the advancement of cancer research. Palantir technology is a data analytical
firm. This Joint venture will be known as Syntropy and will be focused on data integration as well as analytics
technology to advance the research.
Palantir will allow users to provide structure from multiple sources. The main intention of this data integration will help
in research institution and facilitate the experts to combat cancer and other diseases and help bring in innovation in
cancer research.
Syntropy aims to help researchers collaborate securely to realize the value of this data, driving discoveries that will
deliver better treatments to patients faster.
Source: pharmaceutical-technology.com
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4. ESMO launches new partnership to improve Asian-European collaboration
The European Society for Medical Oncology (ESMO) has unveiled a new partnership to improve collaboration and
information sharing between European and Asian networks in relation to rare cancers.
The new Rare Cancers Asia (RCA) partnership will be led by ESMO and comprises other key stakeholders, including
patient advocacy groups, research institutions, and industry partners across the Asia-Pacific. The partnership builds on
the success of ESMO’s existing Rare Cancers Europe (RCE) initiative and will focus on education, research and
epidemiology.
A pathological sarcoma platform is planned to be created as an RCA initiative. RCA is also working to estimate rare
cancers and compare it to selected regions of Asia and Europe. They have developed RARECAREnet-Asia on the lines of
RARECAREnet, from the European information of rare cancers to improve the quality of data of Asiatic region.
The project aims to harmonize diagnosis and clinical practices in this group of rare cancers. The scope of the project
also includes improved treatment options for the disease based on tumor biology.
Source: Pharmaceutical-technology.com
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DRUGS: APPROVALS AND LAUNCHES
1. Samsung launches third rival to AbbVie's humira drug in EU
Samsung Bioepics and its partner Biogen have launched a third rival to AbbVie's blockbuster medicine Humira in
Europe.
The primary European patent on Humira expired on Oct. 16, opening the door to a cheaper
near-identical copies for treating rheumatoid arthritis, Crohn's disease, ulcerative colitis and
psoriasis.
Last year, Humira sales were $18 billion, of which approximately $4 billion came from Europe.
Healthcare providers are hoping significant improvement in cut price rivals.
Samsung Bioepis is a joint venture between Samsung BioLogics and Biogen.
Source: health.economictimes.indiatimes.com
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2. USFDA approves wireless self-assisted hearing device
The US Food and Drug Administration (USFDA) has approved a self-assisted hearing device. The device can amplify
sounds for patients 18 years or older having mild to moderate hearing loss.
Hearing loss can be permanent or temporary; it can be caused by aging, exposure to loud noise pollution, certain
medical condition and other factors. According to the USFDA, the device is a wireless air conduction hearing aid, which
is connected with a mobile phone and it can capture sound vibrations through one or more microphones and the signal is
processed, amplified and played back through an earphone placed in the ear canal.
Patients can adjust the hearing aid through a mobile application on their phone. This technology enables users to fit the
hearing aid settings themselves, in real-time and in real-world environments without the assistance of a health care
professional.
This USFDA approval was based on a review of data from 125 patients, showing that outcomes with self-fitting of the
device are comparable on average to those with professional fitting of the same device with respect to the amount of
amplification selected, speech in noise testing and overall benefit.
Source: health.economictimes.indiatimes.com
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3. Lupin nodes FDA approval for generic capsules
Lupin has announced that they have received the US Food and Drug Administration (FDA) approval for its generic
clomipramine HCL capsules. The dosees of the drug are USP 25 mg, 50 mg, and 75 mg.
Clomipramine is the generic version of SpecGx LLC’s Anafranil capsules, 25 mg,
50 mg and 75 mg.
Clomipramine is indicated for the treatment of obsessions and compulsions in patients having Obsessive-Compulsive
Disorder (OCD).
Source: pharmabiz.com
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4. Lynparza receives US FDA approval for pancreatic cancer
Astrazeneca and Merck have announced that they have got orphan drug designation (ODD) for Lynparza by the US Food
and Drug Administration (FDA) for the treatment of pancreatic cancer.
Pancreatic cancer is a rare (~3%) life threatening disease in the US. Due to the late onset of symptoms, the patients are
often diagnosed after the cancer has progressed locally and metastatsized. Overall, pancreatic cancer is the area of
significant unmet need. Lynparza is the only treatment option available for pancreatic cancer patients.
Lynpraza got ODD approval for the treatment of ovarian cancer in October 2013 and for recurrent epithelial ovarian,
fallopian tube and primary peritoneal cancers in August 2017.
Lynparza is being assessed in an ongoing Phase III POLO trial, which is testing Lynparza as maintenance monotherapy vs
placebo in patients with germline BRCA-mutated metastatic pancreatic cancer whose disease has not progressed
following 1st-line platinum-based chemotherapy. Results from the POLO trial are expected in the first half of 2019.
Source: worldpharmanews.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
1. MIV-828, a new candidate for AML and other malignancies
Medivir has developed a new candidate for the treatment of Acute Myeloid Leukemia (AML) and other hematological
malignancies. Bone marrow is responsible for the development of white blood cell (WBC) but in these malignancies bone
marrow develops cancerous cells and prevents the development of normal blood cells.
Cytarabine is currently used for the treatment of AML. The new candidate MIV-828 can be a better tolerated and
effective medicine for AML patients according to preclinical studies.
MIV-828 is a nucleotide prodrug, specifically designed to overcome the resistance mechanism that can give sufficient
effectiveness to the neucleotide analogue.
Approximately 20,000 US patients are suffering from AML, mainly elderly patients are most affected as they are unable
to tolerate the current treatment available for AML.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
2. NOX-A12 with radiotherapy to treat patients with brain tumor
Noxxon Pharma, a biotechnology company, is preparing for a clinical trial programme for a combination of NOX-A12 and
radiotherapy for patients with newly diagnosed brain tumors.
Noxxon plans to perform a dose escalation trial of NOX-A12 plus radiotherapy in primary brain cancer patients who
would not benefit medically from standard of care chemotherapy. The main aim of the study is to establish safety and
tolerability profile in a Phase II study.
The dose of NOX-A12 in combination with radiotherapy and related efficacy including changes in tumor vasculization,
progression- free and overall survival will also be evaluated.
Clinicians said this is a beneficial approach for the patients; the trial will be initiated in the second half of 2019.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
3. Blueberry gets positive response for anti-fungal drug
Blueberry therapeutic is a modern drug development company, which is committed for the development and discovery
of new drug therapies. The company has been focused on dermatological disorders.
The company has announced that its new molecule BB2603 has successfully met its
primary endpoint to assess pharmacokinetic, safety and local tolerability from the
recently completed phase I/II trial in patients with both onychomycosis (fungal nail
infection) and concomitant tinea pedis (athlete’s foot). The single center, vehicle and
active controlled, randomized study was performed in Germany. The efficacy in
managing athlete’s foot was assessed at 42 days while fungal infections were assessed after 52 weeks.
Based on Phase I/II clinical trial, the company will initiate a larger Phase IIb trial. The company has planned to file
Investigational New Drug Application (IND) with USFDA in 2019.
Source: pharmabiz.com
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DRUGS: DEVELOPMENT & CLINICAL TRIALS
4. New vaccine for safety and immunogenicity against marburg virus
The Walter Reed Army Institute of Research (WRAIR) has administered a new vaccine against Marburg virus in a Phase I
clinical trial to evaluate the safety and immunogenicity for soldiers and other public.
The clinical trial was performed in healthy adult volunteers. The vaccine was developed by the Vaccine Research Centre
(VRC) of the National Institute of Allergy and Infectious Diseases (NIAID) and National Institutes of Health (NIH).
The vaccine being tested, for rapid stimulation with potential immunity, is a recombinant form of chimpanzee
adenovirus type 3 vectors. This vaccination strategy is for the protection and stimulation of the immune system of
health workers and general population.
The study will enroll 40 healthy volunteers and will be assigned in two groups to evaluate different vaccine dosages.
The volunteers will be followed up over one year after vaccination for safety and immune responses.
The Marburg belongs with the same family as Ebola and causes severe hemorrhagic fever in humans.
Source: news-medical.net
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
1. Teva and Eagle Pharma file new patent claim against Mylan and Fresenius
Teva pharmaceutical industries and Eagle Pharmaceuticals both have filed claims against Mylan N.V. and Fresenius SE
for stopping the generic version of drug BENDEKA (Bendamustin HCL) in market entry that is
proposed by Mylan N.V. and Fresenius. BENDEKA (Bendamustin HCL) is used for the
treatment of blood cancer.
Teva Pharma and Eagle Pharma suit claims their marketing application violation on two new
US patents issued in 2017.
Branded drug makers always litigate generic versions because it triggers an automatic 30-month stay on potential FDA
approval to allow for the litigation to run its course.
Source: seekingalpha.com
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2. US Patent Office to allow patent for Progenza technology
A clinical-stage regenerative medicine company has announced that the United State Patent Office has issued a notice
of allowance for issuance of patent for composition and use of progenza. The patent application no. is 14/342479 for
therapeutics using adipose cells and cell secretions that will provide legal rights up to year 2032.
Progenza is a lead cell therapy technology; it is the base for the treatment of osteoarthritis and other musculoskeletal
and inflammatory diseases. Progenza is made up of allogenic mesenchymal stem cell (MSCs) from adipose tissues.
Progenza works on a mechanism to reduce inflammatory responses and pain by secreting cytokines, growth factors and
thus promoting the healing and repair mechanism.
Source: finance.yahoo.com
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3. Natco Pharma gets good response for patent dispute
Natco Pharma has announced that the court of appeals for the federal circuit affirmed Teva’s copaxaone 40 mg/mL
dosing patents are invalid. The final decision was issued by the Patent Trial and Appeal Board (PTAB) filed by Natco’s
partner Mylan.
These are the last patent infringement cases Mylan was defending for the Glatiramer Acetate
40 mg/mL injection. This is an important decision for Natco Pharma.
The invalid patents nos. are 8,232,250; 8,399,413; 8,969,302; and 9,155,776 which are owned
by Veda Research and Development Co. and licensed to Teva Pharma.
Copaxone is the most prescribed drug for multiple sclerosis in the US with brand sales of ~$527 million for 20 mg/mL
dose and ~$2.86 billion for 40 mg/mL dose for 12 months according to IQVIA.
Source: business-standard.com
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PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
4. Sun Pharma loses on possible anti-trust settlement
India's largest drug maker Sun Pharma posted a net loss of Rs 219 crore as the company said it is making a provision for
a possible settlement in an anti-trust case.
The total income of Sun pharma is 6846 crores with 4% growth over the same quarter in last year. The net profit of the
company was Rs 996 crores after accounting for a settlement with Modafinil antitrust litigation.
The company will launch Ilumya in the US. The total sales from India was Rs 1860 crores but in the US a 11% increase in
revenues was noted at Rs 342 million. The company’s taxes and depreciation were Rs 1440 crore, with the company’s
margin at 21%.
Source: economictimes.indiatimes.com
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TECHNOLOGY /NDDS
1. Flexible new drug delivery biopatch
Scientist have developed a new drug delivery biopatch, which is flexible, transparent with nano needles that can deliver
exact doses of drugs directly in to the cells.
These nano needles patches are placed between skin, muscles or tissues, where they deliver exact doses of
biomolecules. The current available silicon patches are rigid and opaque, and because of the rigidity, they can cause
discomfort and can’t be left in the body for long-term.
The new flexible patches are totally different to the current biopatchs and are transparent, curved and have soft
surfaces.
Researchers hope the new developed patch will function with reduced pain, invasiveness and toxicity associated with
long-term drug delivery.
Source: health.economictimes.indiatimes.com
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TECHNOLOGY /NDDS
2. Smart device may help glaucoma patients save eyesight
Glaucoma can be treated only with medications or surgical implants, both of which offer varying degrees of success in
helping to improve sight and to relieve pressure buildup inside the eye. Scientists have developed a new smart device
for diabetic patients with glaucoma. This drainage device will help improve the eye sight and relieves pressure inside
the eye.
Implantable glaucoma drainage devices have grown in popularity over the past years, but only half of the devices are
still operational after five years because microorganisms accumulate on the device during and after implantation. This
problem is known as biofouling.
The new device can be refreshed with the help of a magnetic field which can be introduced from outside the body at
any time. This technology is more effective and reliable.
Source: health.economictimes.indiatimes.com
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TECHNOLOGY /NDDS
3. Novel shoe insole to prevent diabetic ulcers
Researchers from Purdue University in the US have made the healing process more portable for those who develop
ulcers as a result of diabetes. Scientists have developed a new shoe insole for diabetic patients who have suffered from
diabetic heal ulcers.
Diabetic patients can’t feel or realize the signs of inflammation and blood. The diabetic ulcers can’t heal on their own.
The main cause of diabetic ulcers is high blood glucose that damages nerves and the ability to feel pain is lost and
patients are unaware when skin gets cuts or there is a breakage of skin tissues.
"We've created a system that gradually releases oxygen throughout the day so that a patient can have more mobility,"
said Babak Ziaie, a professor at Purdue.
Source: health.economictimes.indiatimes.com
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TECHNOLOGY /NDDS
4. Mini robots can deliver drugs in the body
Scientists have developed a sperm-like robotic swimming device that can deliver drugs to a particular target of the
body. The structure of the robotic device consists of a head and neck, to swim easily to a specific location when a
magnetic field is activated.
This study has been published in the Journal Physics of fluids.
The researchers also believe that the devices could revolutionize the wider field of microfluidics, which focuses on
moving liquids through extremely narrow channels.
Researchers at the University of Exeter in the UK who designed the devices and magnetic control mechanism have also
created a mathematical model that allows them to predict their behavior in different environments, such as
microfluidic channels or complex liquids.
Source: health.economictimes.indiatimes.com
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1. Bio-analytical laboratory gets 2 new UHPLC LC-MS/MS machines
Two new liquid chromatography–mass spectrometry (LC-MS/MS) machines of Shimadzu 8045 coupled with Shimadzu
Nexera UHPLC (ultra-high-performance liquid chromatography) have been added to Lambda’s bio-analytical laboratory.
They offer high-performance ultra-high-speed LC analysis with a high capacity auto sampler and mass spectrometer.
These new machines can even be used where drug quantifications are required in ng/mL with a small matrix volume.
With addition of the two machines, the overall capacity of machines has reached 44 numbers in total. This would
facilitate towards a quick turnaround analysis time to meet the sponsor’s expectations complying with all the necessary
regulatory requirements. Addition of the two new Shimadzu 8045 machines not only increases the overall capacity but
also increases the numbers of the same type of machines, now totaling 6. This will greatly help Lambda towards
providing an extra edge to deliver projects with aggressive timelines assisting sponsors meet their targeted timelines for
their critical projects such as First-to-File (F2F) projects.

2. Document Management Software (DMS) Version 2.0.0 released
Lambda has validated the new version of its Document Management Software (DMS) Version 2.0.0 to cope up with the
requirements of Good Documentation Practices. The newer version of DMS has been released for use. The newer version
is equipped with certain integrated features for improving the compliance and efficiency. These features include:
1. Auto calculation of effective date in system
2. Inactivation of individual forms
3. Activated system restriction on user comment after report dispatch.
Integration of the above features would help in achieving better process compliance as mentioned below:
 Manual intervention in terms of assignment of effective date would be reduced.
 Better process efficiency and execution would be ensured in terms of management of forms when revised.
 Better compliance in terms of maintenance of reconciliation logs of forms used during a study.

33

