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GLOBAL NEWS
1. US FDA new drug approvals slow down in 2016
There were 22 new drugs approved by the US FDA in
2016, the lowest number since 2010; with a
decrease of 45 from 2015. The European Medicines
Agency (EMA) approved 81 new agents, which were
93 in 2015. The list from the EMA also includes
generic drugs. The slowdown of the drug approvals
by the FDA depicts that the prescribed drugs
business is also returning to more normal
productivity levels, after a spike in approvals in the
preceding two years. In the years 2014 and 2015, the
pull of new drugs reached a 19-year high in the
market.
As suggested by the director of the FDA, there are several factors responsible for this slowdown along with the
decreased drug filings for approval. Some drugs were rejected or postponed by the FDA. A portion of the postponed
drugs may get approved in 2017.
As indicated by the consultancy Deloitte, there was a 3.7% return on investment for the research and development at
the top 12 pharmaceutical companies in 2016 as compared to 10.1% in 2010. Also, the increasing political pressure over
the high costs of numerous modern drugs, at a time when more drugs are developed by the biotech and the
pharmaceutical firms to target niche patient populations, is a rising concern.
Source: health.economictimes.indiatimes.com

1

Volume 2 / February 2017

GLOBAL NEWS
2. “NCI formulary” launched to speed up the availability of investigational cancer
agents
A new drug formulary, known as the “NCI Formulary”, was launched by The National Cancer Institute (NCI) under the
cancer "Moonshot" initiative, which will enable faster access to approved and investigational agents for use in
preclinical studies and cancer clinical trials. This formulary will enable NCI to streamline the process to act as an
intermediary between investigators at NCI-designated Cancer Centers and participating pharmaceutical companies.
As the utilization of genomic sequencing information becomes more common in selecting cancer therapies, requests for
access to numerous targeted agents for the conduct of clinical trials are becoming more frequent. It takes a year and
half for the current negotiation process, which drastically increase the time to begin the research into new drug
combinations.
The “NCI Formulary” will enable the researchers to start evaluating promising drug combinations faster, thereby helping
the patients earlier. Instead of outlay time negotiating agreements, investigators will be able to target the vital parts of
research, which ultimately cause improved cancer care. Instead of outlay time arranging understandings, specialists will
have the capacity to concentrate on the critical research that can at least prompt to enhanced tumor mind. A scientific
review of proposals is required to be arranged by the participating companies for the listed formulary drugs within 60
days of getting them from the Cancer Therapy Evaluation Program (CTEP) to ensure a faster process for the
procurement of drugs.
Six pharmaceutical companies (Bristol-Myers Squibb, Eli Lilly and Company, Genentech, Kyowa Hakko Kirin, Loxo
Oncology and Xcovery Holding Company LLC) have currently agreed to participate in the formulary, making 15 chemical
entities available in the formulary.
Source: raps.org

2

Volume 2 / February 2017

GLOBAL NEWS
3. New website introduced to improve the treatment and management of MBC
With an aim to provide important educational information regarding metastatic breast cancer, a
new online site has been introduced by the Association of Community Cancer Centers (ACCC), in
collaboration with the Avon Breast Cancer Crusade, the Cancer Support Community, and the
Metastatic Breast Cancer (MBC) Alliance.
The new website contains investigated devices and resources to improve patient engagement and
education, connects to the newest data regarding metastatic breast cancer, and also a resource
for suppliers. The site has received funding and support from Pfizer Oncology.
As the larger cancer population is treated in community cancer centers, the Metastatic Breast Cancer Alliance supports
this necessary initiative to enhance the treatment and management of metastatic breast cancer. People with
metastatic breast cancer can avail high quality resources. Community cancer providers can connect to their patients
with the help of this new micro site. Tools and resources from cancer programs and non-profit firms will be pooled
together with the help of this new site.
Following are the resources and tools for the Multidisciplinary team site:
 The Cancer Experience Registry® – Emotional and social requirements of the cancer patients and their caregivers
can be identified and improved with the help of this tool.
 The Dandelion Project – A unique set of visual devices has been made to resolve the existing communications
challenges, increase association of the patient, and enable the alignment of patient and healthcare team goals.
 Metastatic Breast Cancer – This tool comprises a guide “Effective Principles & Practices in Patient Support
workbook”, that enable health care professionals recognize effective tools and resources to support MBC
patients.
Source: news-medical.net
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4. A new effective method to diagnose anxiety in children with autism
Similarity is often found between the spectrum of autism disorder and anxiety
symptoms; hence, the diagnosis becomes challenging to find the exact illness out of
these. Researchers from Drexel University developed a new method to diagnose
children with autism with a spectrum of anxiety symptoms.
Due to the internalizing nature of anxiety, the affected persons feel it mostly inside
their bodies and minds which are not always remarkable to others. Proper clinical
guidelines are required to improve the ability for the reliable diagnosis of anxiety
disord.
Scientists Kerns and her team developed an autism-specific variant for a pre-existing anxiety assessment tool “the
Autism Spectrum Addendum”, which include some new questions, particularly intended for observing the differences
between the two diseases.
Kerns tested this method on 69 children with autism. Majority of the children with autism treated for their anxiety
disorders, rate their condition as becoming “improved” or “very improved”.
This study was published in “Journal of Clinical Child and Adolescent Psychology”. This method will help diagnose
anxiety in children with autism.
Source: news-medical.net
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1. Robotic arm for performing neurosurgeries introduced by AIIMS, New Delhi
A robotic arm that will help neurosurgeons in the accurate analysis of brain
dysfunction and identification of the part to be treated in complex neurosurgeries
was introduced by the All India Institute of Medical Sciences (AIIMS), New Delhi.
To use this robotic arm in complex neurosurgeries, a small hole is made inside the
patient‟s brain by the neurosurgeon. This process will identify the part of the brain
which needs further treatment.
Earlier, surgeries were conducted manually by the experts at AIIMS using stereotactic frames. This technology has
helped recognize the exact spot of bother to treat the patient in a better way. These surgeries will not incur any cost to
the patients.
The institute has conducted about 60 robotics neurosurgeries, in the past few months.
Source: health.economictimes.indiatimes.com
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2. Government cut prices of 50 essential by up to 44%
Fifty essential medication agents used in the treatment of diabetes, bacterial
infections, anxiety disorder, HIV infection, angina and acid reflux have become
cheaper now, as per the decision of the Indian government. Prices of these drugs are
slashed in the range of 5 to 44% (average: 25%), which will become more affordable to
the public.
The ceiling prices of 55 formulations of schedule-1, and the retail price of 29
formulations under DPCO (Drug Price Control Order) 2013, have also been fixed by the
National Pharmaceutical Pricing Authority (NPPA).
Manufacturers can increase the maximum retail price (MRP) by 10% annually for the drugs not included under the price
control.
DPCO 2013 was notified by the government of India for its 680 formulations, to replace the 1995 order with effect from
15 May 2014 which had only 74 bulk drugs‟ price regulation.
Source: health.economictimes.indiatimes.com
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3. 14% CAGR reported for the Indian biosimilars market
The Indian biosimilars‟ market has demonstrated a 14% compound annual growth rate (CAGR) with a value of $300-$400
million.
The global market share of India has been increased with active focus on biosimilars‟ research by domestic companies.
According to the report published by Assocham-Sathguru, the Indian biosimilars‟ market is expected to grow to $40
billion by 2030 with the help of the new regulatory policy and the affordability that biosimilars provide. India is
expected to get over a 20% share in the global market.
Investments have been made by several Indian pharmaceutical companies such as Intas, Zydus, Biocon, DRL, Aurobindo
and others. According to the report, these firms are at a beneficial position in this profitable market.
Source: thepharmaletter.com
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1. FDA issues final rule on postmarket safety reporting for combination products
The US FDA has finalized the long awaited rule addressing the requirements for
postmarketing safety reporting of combination products. The rule is issued seven
years after it was initially proposed for efficient postmarketing safety reporting
for the following combination products:
 Drug & device
 Biologic & device
 Biologic & drug
 Drug & biologic & device
Though the regulations for postmarketing safety reporting of drugs, devices, and biological products are mostly similar,
these differ based on the product characteristics in specific requirements, timelines and standards. Postmarketing
safety reporting of the combination products may be incomplete and inconsistent because of the varied regulations and
improper application of these regulations for combination products.
According to the final rule, along with the regular application type-based reporting requirements (based on the approval
process of the combination product: new drug application [NDA] or biologic license application [BLA]), the applicant
needs to submit additional reports such as malfunction reports for device, field alert reports for drugs, or biological
product deviation reports for biologic combination products.
Furthermore, constituent part applicants need to exchange postmarketing safety information that they receive with one
another. The final rule also contains the specifications for combination products and constituent part applicants for the
submission of safety reporting data to FDA, and the required records to be maintained.
Source: raps.org
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2. FDA issues warning of bladder cancer risk with pioglitazone

The USFDA has issued a warning for increased risk of bladder cancer with pioglitazone, the drug used to treat type 2
diabetes. The label of pioglitazone already contains the warning about this risk, but the FDA has now approved label
updates. The FDA has issued this warning based on the data from a 10-year epidemiologic study.
In August 2011, the FDA made changes in the pioglitazoine label to include the warning about the risk of bladder
cancer. The warning instructed physicians not to use pioglitazone in patients with active bladder cancer, and also
instructed for its precautionary use in patients with a prior history of bladder cancer.
Patients are advised to consult their health care professionals, if they encounter blood or red color in the urine, new or
worsening urge to urinate and/or pain when urinating while taking pioglitazone.
Healthcare professionals and patients should report adverse events concerned with the use of pioglitazone to the FDA's
MedWatch Safety Information and Adverse Event Reporting Program.
Source: pharmpro.com
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3. FDA adds 31 bioequivalence recommendations and revises 13
The US FDA has issued a recent draft guidance for the generic drug industry. The guidelines include 31 new productspecific bioequivalence (BE) recommendations and another 13 revisions to their previous recommendations. In order to
support the abbreviated new drug applications (ANDAs), these recommendations provide product specific guidance on
the designs of BE studies. The new guidance is given for the following 31 ingredients:










Adapalene; benzoyl peroxide
Amphetamine
Betamethasone valerate
Budesonide
Cephalexin
Cetirizine hydrochloride
Clozapine
Colchicine
Doxycycline hyclate











Emtricitabine;
Tenofovir alafenamide fumarate
Epinephrine
Esomeprazole Magnesium
Ethiodized oil
Fenofibrate
Fluocinonide
Fluoxetine hydrochloride
Halcinonide Ibuprofen;
pseudoephedrine hydrochloride
Lidocaine













Morphine sulfate
Nicotine polacrilex
Nitisinone
Omega-3-acid ethyl esters type A
Oxycodone
Panobinostat lactate
Perampanel
Pimavanserin tartrate
Prazosin hydrochloride
Simvastatin
Tofacitinib citrate

Acyclovir; Albuterol sulfate; Buprenorphine hydrochloride, Naloxone hydrochloride (multiple reference listed drugs);
Cobicistat, Darunavir ethanolate; Divalproex sodium (multiple reference listed drugs); Levomilnacipran hydrochloride;
Medroxyprogesterone acetate; Nepafenac (multiple reference listed drugs); Omega-3-acid ethyl esters; Omega-3carboxylic acids; Ruxolitinib phosphate; Tedizolid phosphate; and Venlafaxine hydrochloride are included in the revised
draft product-specific BE recommendations.
Source: raps.org
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4. Bold warning on risks of psychiatric side effects removed for Chantix and Zyban
The USFDA has removed the bold-letter warning about the risks of
dangerous psychiatric side from Pfizer's anti-smoking drug Chantix
and GlaxoSmithKline‟s Zyban.
Chantix had received the warning from the US FDA in 2009 after the
reports of suicidal tendencies, hostility and depression among some
patients. The FDA has scrutinized into the neurological effects of this
anti-smoking pill after announcing the warning.
The decision was taken based on a study jointly funded by Pfizer and GlaxoSmithKline PLC in 8,000 patients (smokers),
in which there was no increased risk of psychiatric issues while using Chantix. Similar warning has already been removed
for these drugs by European regulators based on the same data.
Chantix and Zyban will still list reports of psychosis, paranoia, anxiety and other problems on their labels; however,
these will not be displayed as black box warnings in the FDA drug labels.
Pfizer's brand Chantix, contains drug, varenicline, which, prevents the release of addictive "feel-good" brain chemicals.
Zyban from GSK, is the brand of an antidepressant bupropion.
Source: pharmpro.com
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5. Reflection paper offered on ICH E8 and E6 guidelines

The International Council for Harmonisation (ICH) is currently inviting the comments on a reflection paper on Good
Clinical Practice (GCP). This reflection paper is a part of the plan for modernization of the ICH guidelines on clinical
trial design, planning, management, and conduct.
The scope of the projected revision comprises the current E8 General Considerations for Clinical Trials and additional
revision to the E6 Guideline for GCP, which is already under modernization with ICH E6 (R2) guidance development.
Such revisions will facilitate in the management of increasingly diverse study types and data sources that are being
utilized to support regulatory and other decisions related to health policy. The revision would also address the major
concern about the study design principles and proper data quality planning through the revised ICH E8.
The stake holders can submit their comments to gcprenovation@ich.org , before March 11, 2017.
Source: raps.org
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1. Baxter buys Claris Lifesciences‟ injectables business for Rs 4.2k crore
The global generic injectables business of Claris Lifesciences Ltd (the
company from Ahmedabad-India), will be acquired by the US-based Baxter
International, for $625 million (around Rs 4,237 crore). Claris wants to share
a significant majority of net cash proceeds from the sale with shareholders
(~85% or so) and also to invest for the new business.
Claris dominates in manufacturing and production of the injectable
medicines such as anesthesia blood products, anti-infectives, and plasma
volume expanders.
According to Baxter, new opportunities will be created for the company with this acquisition to accelerate near-term
and long-term performance. Over 100 launches are expected over the next five years with the combined Baxter-Claris
portfolio, in segments like analgesics, critical care, anti-infectives.
The net sale of „Claris Injectables‟ was $100 million in sales in 2016 (EBITDA margin: 30-35%). „Claris Injectables‟ earns
~50% revenue from the US market, ~20% from other developed markets, and 30% from emerging markets.
Source: health.economictimes.indiatimes.com
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2. Pfizer to acquire small molecule anti-infectives business from AstraZeneca
Pfizer has acquired the development and marketing rights of AstraZeneca‟s small molecule
anti-infectives business to market outside the US. The deal covers the rights to the newly
approved EU drugs Zavicefta (ceftazidime-avibactam), Merrem/Meronem (meropenem)
and Zinforo (ceftaroline fosamil). It also includes ATM-AVI (aztreonam-avibactam) and CXL
(ceftaroline fosamil- avibactam), which are still undergoing clinical development.
Pfizer‟s goal for this acquisition is to improve its global expertise with entering in the
important therapeutic areas which can address the public health needs of patients and
healthcare professionals.
As per the global rights, Zinforo will be marketed by Pfizer in all regions except North America (US and Canada) and
Japan where Allergen holds the marketing rights. Similarly, Zavicefta, ATM-AVI and CXL can be commercialized except
in North America (US and Canada) where Allergen holds the marketing rights. Merrem will be marketed with the
exception of Japan, China, Taiwan, Korea, Thailand, the Philippines, Malaysia, Singapore, Vietnam and Hong Kong
where Sumitomo Dainippon holds the rights.
Source: pharmabiz.com

14

Volume 2 / February 2017

MERGERS /ACQUISITIONS /COLLABORATIONS
3. Sun Pharma acquires marketing rights for cancer drug Odomzo
Indian pharma giant Sun Pharmaceutical has acquired the global marketing rights of Novartis‟
oncology product Odomzo (sonidegib) to get its global market right.
The deal was signed between Sun Pharma and the Swiss pharma giant Novartis with an upfront
payment of $175 million and further milestone payment. Sun Pharma has acquired its first
branded oncology product with this deal.
Odomzo acts by inhibiting the hedgehog pathway, used to treat advanced basal cell carcinoma
(BCC) that recurs following the radiation therapy or surgery or for the patients who are not
eligible for surgery or radiation therapy.
Odomzo had received approval from the US FDA and EU regulatory in 2015. It has marketing approval in over 30
countries worldwide.
According to IMS Health, the class - hedgehog inhibitor has shown increased growth by 40% from October 2016 to
December 2016, as compared to the previous year.
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4. Takeda to buy business of Ariad Pharmaceuticals under a $5.2-billion deal

Japanese pharmaceutical company Takeda Pharmaceuticals has agreed to buy the business of Ariad Pharmaceuticals for
approximately $5.2 billion. This acquisition will expand Takeda‟s oncology portfolio by gaining the drugs ponatinib and
brigatinib. Ponatinib is used to treat leukemia and brigatinib is an experimental drug for non-small-cell cancer (NSCLC).
Brigatinib has received the orphan drug status for the treatment of NSCLC.
According to Takeda, this deal can give immediate revenue, and additionally bring considerable long-term revenue
potential.
Takeda had entered into a deal to purchase Valeant Pharmaceutical's business unit for about $10 billion last year, which
eventually broke down due to disagreement between these two firms regarding the price.
Source: firstwordpharma.com
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5. Lily and Merck to expand immuno-oncology collaboration
Eli Lilly will expand its existing immuno-oncology collaboration with Merck, known as MSD. This expansion will add the
new study of Lilly's Lartruvo (olaratumab) with Keytruda (pembrolizumab) in patients with soft tissue sarcoma (STS).
Lartruvo (olaratumab injection, 10 mg/mL) was recently approved by the US FDA in combination with doxorubicin for
the treatment of STS with a histologic subtype for which an anthracycline-containing regimen is appropriate and which
is not amenable to curative treatment with radiotherapy or surgery. Also, it has received a conditional marketing
authorization from the European Medicines Agency (EMA) to treat patients with advanced STS not amenable to curative
treatment with surgery or radiotherapy and who have not been previously treated with doxorubicin.
With this collaborative study, the companies are expecting encouraging data that may enable to investigate the
potential of rational combinations in terms of increasing the effectiveness with the combination and a change in the
standards care of treatment.
The other ongoing clinical trials by Lilly and Merck collaboration include:
 Studies of pemetrexed (plus carboplatin) and pembrolizumab in first-line nonsquamous non-small cell lung cancer
(NSCLC)
 A phase 1 study with the combination of ramucirumab with pembrolizumab in NSCLC, gastric cancer and bladder
cancer
 A phase 1 study with the combination of necitumumab with pembrolizumab in NSCLC
 A phase 1 study with the combination of abemaciclib with pembrolizumab.

Source: drugdiscoveryonline.com
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1. Nimenrix gets EU approval for infants ≥6 weeks of age
Pfizer has received European Union (EU) approval for Nimenrix (meningococcal group
A, C, W-135, and Y conjugate vaccines) for an expanded indication in infants aged six
weeks and above for active immunization against invasive meningococcal disease
(IMD), which is caused by Neisseria meningitidis groups A, C, W-135, and Y.
Nimenrix is the first and only MenACWY conjugate vaccine approved in EU for use in
individuals aged ≥6 weeks, without any upper age limit. This will be the broadest age
indication offered by the vaccine. It should be administered in infants as a two dose
primary series, with the first dose given from 6 weeks of age. After a two-month
interval, the booster dose is administered at 12 months.
The approval was granted based upon the results from a phase III, open-label, randomized, controlled trial in >1,000
healthy infants from six weeks of age. The study achieved six confirmatory co-primary objectives.
Pfizer‟s meningococcal immunization portfolio incorporates vaccines that give protection against the 5 most common
serogroups that cause the diseases. These serogroups are- A, C, W-135, Y, and B, that can affect the lives of the people
by threatening their health.
Source: pharmpro.com
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2. FDA approves bevacizumab plus chemotherapy to treat platinum-sensitive
recurrent ovarian cancer
The US FDA has approved Roche‟s Avastin (bevacizumab) for the treatment of patients with platinum-based
chemotherapy sensitive recurrent epithelial ovarian, fallopian tube or primary peritoneal cancer. Patients can be
treated with Avastin, either in combination with carboplatin and paclitaxel, or by combining with carboplatin and
gemcitabine, followed by Avastin alone.
The FDA had approved the drug based on the results of two phase III studies (GOG-0213 and OCEANS). The GOG-0213
study results showed that the addition of Avastin to existing chemotherapy drug increased the overall survival (OS) by 5
months as compared with chemotherapy alone (median OS: 42.6 months vs. 37.3 months; Hazard Ratio (HR)=0.84, 95%
CI: 0.69-1.01 and HR=0.82, 95% CI: 0.68-0.996, depending on stratification factors - the duration of treatment freeinterval prior to enrolling onto this study per IVRS [interactive voice response system] and secondary surgical debulking
status). Furthermore, a significant improvement in the progression free survival of the patients was found in both the
studies (3.4 months in GOG-0213, and 4 months in OCEANS study).
Avastin was initially approved for advanced colorectal cancer in 2004, which became the first anti-angiogenic therapy
to treat the patients with an advanced cancer. The drug has proven its survival benefit in various types of carcinoma.
Apart from the US, Avastin was also approved in Europe for several types of cancers. Avastin has been approved
globally, in over 70 countries, to treat patients with progressive glioblastoma following prior therapy.
In the US, Avastin was approved to treat women with platinum-resistant recurrent
epithelial ovarian, fallopian tube, or primary peritoneal cancer in November 2014.
Paclitaxel, pegylated liposomal doxorubicin or topotecan chemotherapy was being used in
combination with Avastin.
Source: worldpharmanews.com
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3. FDA approves Eucrisa ointment - a novel treatment for atopic dermatitis
The FDA has approved Pfizer‟s Eucrisa (crisaborole) ointment for the
treatment of mild to moderate eczema (atopic dermatitis [AD]) in patients
aged ≥2 years. Eucrisa is a novel non-steroidal topical phosphodieterase-4
(PDE-4) inhibitor, available as 2% ointment. Eucrisa is the first and only nonsteroidal topical monotherapy that inhibits the PDE-4 enzyme in the skin.
Overactive PDE-4 has been shown to contribute to the signs and symptoms of
AD.
The approval is based on the results of two large, identical, multicenter, randomized, double-blind, parallel-group,
vehicle- controlled (non-medicated ointment) trials (Trials 1 and 2) with a total of 1,522 participants (age range: 2 to 79
years) with mild-to-moderate AD.
The study results demonstrated that EUCRISA achieved statistically significant results versus vehicle for the primary
efficacy endpoint in adults and children two years of age and older [32.8% versus 25.4% (P=0.038) for Trial 1 and 31.4%
versus 18.0% (P<0.001) for Trial 2], and can be considered an effective treatment in mild-to-moderate AD. Pain, burning
or stinging are the common adverse reactions, found at the site of application during the treatment.
Since more than a decade, Eucrisa is the first prescription treatment approved for eczema.
Source: pfizer.com
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4. FDA approves Synjardy XR (empagliflozin plus metformin extended-release)
Synjardy XR – a fixed dose combination of empagliflozin and metformin hydrochloride extended-release tablet has been
approved by the US FDA for the treatment of adults with type 2 diabetes mellitus (T2DM). Synjardy XR can improve the
blood sugar levels, while taken with diet and exercise.
Synjardy XR® is a registered trademark of Boehringer Ingelheim, and is marketed by Boehringer Ingelheim, and Eli Lilly
and Company.
Synjardy XR‟s approval from the FDA came from multiple clinical trial results that tested the combination of
empagliflozin and metformin alone or in combination with sulfonylurea in adults with T2DM. Synjardy XR is not
recommended to treat adults with type 1 diabetes or diabetic ketoacidosis. Serious side effect like lactic acidosis can
be caused by Synjardy XR.
Empagliflozin blocks the glucose reabsorption in the kidney by inhibiting the
sodium-glucose cotransporter 2 (SGLT2), which removes excess glucose through
urine. Synjardy XR is the fourth FDA-approved treatment that contains
empagliflozin. Metformin, a commonly prescribed initial treatment for T2DM,
lowers glucose production by the liver and its absorption in the intestine.
Metformin reduces the production of glucose production by the liver and also
decreases its absorption in the intestine.
Source: prnewswire.com
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1. Roche‟s emicizumab meets phase III results in hemophilia A treatment
Emicizumab has met the primary endpoint in HAVEN1 study as announced by the Swiss pharma giant Roche. The
randomised, multicenter, open-label, phase III study evaluated the efficacy, safety, and pharmacokinetics of
emicizumab prophylaxis versus no prophylaxis in 109 patients (aged 12 years or older) with haemophilia A and inhibitors
to factor VIII who were previously treated with episodic or prophylactic bypassing agents.
The study results demonstrated:
 A statistically significant reduction in the amount of bleeds over time with emicizumab prophylaxis as compared
with no prophylactic treatment (primary endpoint)
 A statistically significant reduction in the number of bleeds over time with emicizumab prophylaxis treatment in
an intra-patient comparison in people who had received prior bypassing agent prophylaxis treatment (secondary
endpoint)
Injection site reactions were the most common adverse events with emicizumab, in line with prior studies.
About Emicizumab
 A monoclonal antibody, which bring together factors IXa and X.
 These are the proteins that are needed to activate the natural coagulation cascade and restore the blood
coaguation process.
 Administration: Once weekly subcutaneous injection of a ready-to-use solution
 Emicizumab was created by Chugai Pharmaceutical Co. Ltd. and is being co-developed by Chugai, Roche and
Genentech.
About haemophilia A
In this disease, blood does not coagulate properly in the person‟s body, which leads to bleeding which is often
spontaneous and uncontrolled. Around 320,000 people are affected globally with haemophilia A.
Source: thepharmaletter.com and roche.com
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2. Impressive interim efficacy outcomes with ebola vaccine in phase III trial
As per the results published in “The Lancet”- medical journal, Ebola vaccine candidate
rVSV-ZEBOV have shown efficacy to prevent infection from the deadly Ebola pathogen
in an interim analysis of a phase 3 ring vaccination trial in Guinea. It was reported that
the vaccine efficacy was 100 percent (95% confidence interval: 74.7 - 100%; p=0.0036)
following vaccination with a single dose of the rVSV-ZEBOV vaccine. Furthermore, all
individuals who received the vaccine were protected against Ebola virus infection
within 6 to 10 days of vaccination.
The innovative “Ebola ça suffit” or “Ebola, that‟s enough” trial has recruited >4,000 participants and administered the
vaccine to all the participants till date. Researchers from the World Health Organization (WHO), the Norwegian Institute
of Public Health, the Health Ministry of Guinea and Médecins sans Frontières, among others are conducting the trial.
The US FDA has given the breakthrough therapy designation to the vaccine and also the European Medicines Agency has
given the PRIME status, by which the vaccine can be approved through fast-track by the regulatory agencies in the US
and Europe.
Source: thepharmaletter.com
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3. Thrombogenics starts recruitment for phase II trial of diabetic macular edema
Thrombogenics has begun the patient recruitment for its phase II clinical trial of the investigational compound- THR-317
for diabetic macular edema (DME).
The recombinant human monoclonal antibody THR-317 (anti-PIGF) is targeted against the receptor-binding site of
human placental growth factor (PlGF). It reduces the leakage of blood vessel, and thereby prevents inflammation at the
early stage of non-proliferative diabetic retinopathy.
The phase II trial, expected to recruit 50 patients, will determine the safety and efficacy of intravitreal injections of 2
doses of THR-317 for the treatment in DME. It will also evaluate THR-317's ability to improve the best-corrected visual
acuity (BCVA) and to decrease, central retinal thickness in the DME subjects.
The recently held preclinical trial has established benefits of THR-317 in treating diabetic retinopathy.
Source: drugdevelopment-technology.com
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4. Neridronic acid receives FDA breakthrough therapy designation for complex
regional pain syndrome
The US FDA has granted breakthrough therapy designation to new drug neridronic acid for the treatment of complex
regional pain syndrome (CRPS), a debilitating orphan disease with a high medical need. Neridronic acid has show early
evidence of clinical improvement in CRPS and is the first investigational agent to receive breakthrough therapy
designation for the treatment of CRPS. Currently, there is no approved treatment available for CRPS.
Neridronic acid received this designation based on the results of a randomized, double-blind, placebo-controlled phase
II clinical trial that demonstrated significant reduction in pain and symptoms of CRPS-I with neridronic acid treatment.
Neridronic acid has already received fast track designation in August 2015 and orphan drug designation in March 2013.
The drug Neridronic acid is currently being investigated in a phase III clinical study. Italian pharmaceutical company
Abiogen and German pharmaceutical company Grünenthal holds the rights of Neridronic acid.
Source: prnewswire.com
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1. Biosimilar „Patent Dance‟ to be reviewed by the US Supreme Court
The US Supreme Court will review as to whether the biosimilar companies have to
wait 6 months post US FDA approval to launch their follow-on products.
The Biologics Price Competition and Innovation Act of 2009 (BPCIA), which creates a
regulatory pathway for licensing biosimilar drugs, and set up a process known as
„patent dance‟ for resolving patent claims by the innovator and biosimilar
applicants.
According to a section of the BPCIA, “a biosimilar applicant shall provide the sponsor of the reference biologic a copy of
the biosimilar application and information about the product‟s manufacturing processes. At issue is whether the
applicant shall provide notice to the reference product sponsor not later than 180 days before the date of the first
commercial marketing of the biological product licensed under subsection (k)”.
The issue to review the biosimilar „patent dance‟ arose when Sandoz in February 2015 pleaded with the Supreme Court
to hear their case which involves Zarxio (filgrastim-sndz), a biosimilar version of Amgen‟s Neupogen (fligrastim).
Although Zarxio was approved as the first biosimilar by the US FDA in March 2015, the product could not be launched in
the market until September 2015, as the Federal Circuit had a ruling on a provision in the BPCIA.
As argued by Sandoz, the Federal Circuit ruling adds 180 days of additional exclusivity for all biological products. These
will delay the launch of all future biosimilars by 180 days.
Source: raps.org

26

Volume 2 / February 2017

PATENTS: NEW APPROVALS /LITIGATIONS /SETTLEMENTS
2. Eli Lilly wins Alimta patent case against Teva
Eli Lilly has received a favorable ruling that the vitamin regimen patent for its cancer treatment Alimta (pemetrexed) is
valid and would be infringed by Teva's projected generic version of the original research product.
The US exclusivity of Alimta will be maintained until May 2022, if the patent is validated through all remaining
challenges. The compound patent for the drug will expire after January 2017.
Meanwhile, a German appeals court has ruled that the proposed generic would not infringe Eli Lilly's patent. Alimta
generated global sales of $1.7 billion in the first nine months of last year.
Source: firstwordpharma.com
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3. Biogen to settle patent dispute with Forward Pharma
Biogen has agreed for a $1.25 billion settlement and licensing agreement with Danish limited
liability company - Forward Pharma.
The agreement gives Biogen exclusive licensing rights to all intellectual property possessed by
Forward Pharma.
As per the agreement, Biogen will pay the royalties to Forward Pharma on net sales of Biogen‟s products used to treat
multiple sclerosis. These products are covered by a Forward Pharma patent with the active ingredient dimethyl
fumarate (DMF).
The license agreement does not settle the pending issues in the ongoing interference proceeding or those under review
in the opposition proceeding.
Source: pharmpro.com
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1. A novel non-invasive early detection method for Alzheimer‟s disease
An innovative method was developed by the team of researchers that could detect the tau - platelets of human blood pathological oligomeric forms of brain tau protein among Alzheimer's disease (AD) or other neurodegenerative disorders‟
patients.
This research will lead towards high connection findings for the research and analysis community. The research papers
on this subject were published in the issue of December 2016 of the Journal of Alzheimer‟s Disease.
As per the analysis, Alzheimer's disease patients can be identified by the quantitative ratio between the abnormal
findings of tau and the normal tau protein (from healthy participants). The ratio between these two variants of tau is
linked with the decrease in cerebral volume in key structures associated with the disease, which include the left medial
and right anterior cingulate gyri, right thalamus (pulvinar), left frontal cortex, right cerebellum, and right
parahippocampal region along with MRI neuroimaging approaches.
With this research, a new avenue will be opened in the development of efficient and highly sensitive biomarkers for
neurodegenerative disorders.
Source: sciencedaily.com
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2. Novel nanoparticle-based technique to deliver DNA vaccine
New research has identified a novel method to deliver therapeutic molecules into cells. The researchers from Brigham
and Women's Hospital have developed an electrically activated-gold nanoparticle, which could oscillate and make holes
in cells' outer membranes, thus permitting key molecules such as DNA, RNA, and proteins to enter inside.
During the investigations, the researchers delivered a DNA vaccine into mice against hepatitis C virus (HCV) and found a
strong immune response shown by high levels of anti-HCV antibodies and immune cells that secrete specific
inflammatory hormones. Furthermore, no signs of toxicity were observed in mice during the period.
The DNA vaccine offers a potential alternative to other available vaccines. The available conventional vaccines are
made by utilizing weakened microbes either whole or specific parts; however, these foreign bodies may be risky to the
patients. The risk can be minimized with this novel approach for delivering a readily synthesized nanoparticle based
DNA vaccine.
Taming of cancer growth is expected with this novel delivery technique.
Source: news-medical.net
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3. Breakthrough oral capsule developed to treat hemophilia B
A novel biodegradable oral delivery system to treat the patients with
hemophilia B has been developed. This technology will offer a new
hope with a cheaper and less painful treatment alternative compared
to the conventional injections or infusions.
This breakthrough capsule was developed by researchers in the
Cockrell School of Engineering at The University of Texas at Austin
using micro and nanoparticles that carry a protein therapy to treat
hemophilia B. The research has been published in the November 30
issue of the International Journal of Pharmaceutics.
This newly designed capsule can resist major gastric enzymes and stay intact while in the stomach. The capsule starts
to swell as the acid level increases in the small intestine and then gradually degrades with the action of major intestinal
enzymes. These enable the slow release of the drug over a period of time.
The hemophilia B is caused by a missing or defective clotting protein called factor IX. This new capsule that carries an
oral delivery of factor IX may overcome the issue of this lack of access to treatment for hemophilia patients.
Source: news-medical.net
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4. Epibase® tool: Novel screening assays to assess immunogenicity risks among
biotherapeutics
Protein therapeutics can result in immunogenicity resulting in anti-drug antibodies leading altered pharmacokinetics,
reduced or loss of drug efficacy, or cross-reaction with the endogenous protein counterparts. Epibase ® tool is developed
by Lonza Biologics for screening biotherapeutic molecules including vaccines to evaluate their immunogenicity
potential. This tool will allow the prediction of the immunogenicity of the molecules which in turn would enable
knowledge-based decisions regarding the molecule/candidate selection, during the early discovery and development
stages.
Epibase® has 2 services, in silico and in vitro assessment services to help screen biotherapeutic and vaccine candidates
and to determine their immunogenicity potential. In Vitro platform from Lonza measures the immune response in
humans using peripheral blood mononuclear cells (PBMCs). This allows the response to be similar as that in the human
body and tries to identify the immunogenicity potential of candidates buy using donor PBMCs and cytokines depending
on the various assay methods. In Silico platform helps in screening and identifying potential T cell epitopes in a
biotherapeutic protein. It helps to narrow down leads. Thus, these tools can evaluate the risk of immunogenicity of the
candidates before administration in humans with a faster and cost-effective approach.
There are various Epibase® in vitro assays developed:
1. Major histocompatibility complex-associated peptide proteomics (MAPPs): HLA-binding peptides from monoclonal
antibodies can be indentified with this assay.
2. T cell Epitope mapping: This Epibase DC:CD4 re-stimulation is used to assess T cell response against peptides.
3. Epibase® Cytokine Release Assay: The risk of a biotherapeutic protein inducing a dangerous cytokine response
can be assessed by this assay.
4. Epibase® Memory B Cell Assay: This assay is designed to identify the risk of pre-existing B cell response to a
therapeutic protein among naïve healthy donors.
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