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Disclaimer: “The information compiled and published in this newsletter have been collected from various public
domain resources available on web and relevant magazines. The Public Domain information is not confidential and
may be freely distributed and copied. However, transmission or reproduction of protected items beyond that allowed
by fair use as defined in the copyright laws requires the written permission of the copyright owners, if any. Lambda
directly or indirectly shall not be responsible for any legal/ethical litigation claimed by any professional agency /
bodies.”
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GLOBAL NEWS
1.1. WHO confirms NO official study conducted on Spurious Drugs in India for many years
Oct 02, 2012
 WHO has categorically stated that it had not conducted any study on the fake drugs in India as quoted
by some agencies and media, and endorsed by the official line of the Union Government, after Health
Ministry took exception to the often quoted 'WHO reports' about the quantum of spurious drugs in the
markets.


The office of the WHO representative to India has written to the Union Health Ministry to clarify that the
global agency had not conducted any such studies ‘in the past several years’.

1.2. Sanofi to unveil Re-usable Insulin Pen in India
Oct 10, 2012
 Sanofi India will commercially launch the first Indian-manufactured re-usable insulin pen, AllStar, in
India, in October 2012. AllStar is an easy-to-use device for patients and also supports physicians in
early initiation of insulin therapy for better glycemic control and enhanced therapeutic outcomes.
AllStar is meant to match the needs of people with diabetes in India and other emerging markets.
1.3. US FDA Issues Guidelines for Developing Drugs for Acute Bacterial Sinusitis


Oct 15, 2012

The US FDA has issued guidelines for the pharma industry for developing drugs for acute bacterial
sinusitis (ABS). The purpose of this guidance is to assist sponsors in the clinical development of drugs
for the treatment of acute bacterial sinusitis, an inflammation of the para-nasal sinuses as a result of
the presence of a bacterial pathogen within the sinus space when the duration of illness is less than
four weeks.

1.4. Aegerion wins lopsided FDA Panel vote backing for rare Cholesterol Disease Drug Oct 17, 2012


The FDA’s internal review on Aegerion's new drug for homozygous familial hypercholesterolemia
concluded that the clear need for a new therapy outweighed any safety concerns they might have
concerning liver disease. The right risk evaluation and mitigation strategy "would support appropriate
use of lomitapide, allowing it to be approved for use in the targeted patient population, a patient
population with life threatening illness and limited therapeutic options." In a lopsided vote, 13 of the
outside experts voted to recommend an approval of the drug, with only two voting against.

1.5. FDA Looks to Trim Answer Times for 510(k) Apps

Oct 29, 2012



The FDA published a guidance saying that by 2017, it plans to reduce the average wait period to 124
days for clearance applications, down from the current 150 days. The agency will work its way to that
goal gradually, setting benchmarks of 135 days in 2013 and 2014, and 130 in 2014 and 2015.



As it stands, the FDA turns around 90% of its 510(k) applications within 90 days, but delays with that
remaining 10% are driving up the average. The new rules are designed to change all that, mandating
that FDA conduct preliminary acceptance reviews on applications within 15 days of receipt, moving
straight into determining substantial equivalence.
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DOMESTIC NEWS
2.1. Clinical Trials Need More Awareness, Only 1.5% of Global Research done in India


Oct 05, 2012

India has 17 per cent of the world's population and 20 per cent of the global disease burden. However,
less than two per cent of the global clinical trials are conducted in India. Not only are lifestyle diseases
growing in our country but also India has diseases that are unique to our part of the world like filaria,
leishmaniasis, rabbies, etc.



The US government's website pointed out that only 1.7 per cent trials of Global clinical trials are
undertaken in India as against 48 per cent in US, 5.2 per cent in UK and 2.3 per cent in China.

2.2. Health Ministry Plans Revision of Sch P to include New Drugs currently Marketed


Oct 10, 2012

The union health ministry may go in for a revision of the Schedule P of the Drugs and Cosmetics (D&C)
Act in view of the changes in the pharmaceutical industry in recent times and to include new drugs,
which had been permitted for manufacturing and marketing in the country.



According to them, this amendment would ensure the imposition of a uniform strip size for all drugs.
They also suggested that there should not be more than ten tablets or capsules in one strip, as it is
difficult for many patients to pay for the present strip size of 12 and above.

2.3 Indian API Players Files 269 DMFs with US FDA during First 9 Months of 2012


Oct 29, 2012

Indian pharma companies filed 269 DMFs in US during the first nine months ended September 2012.
The total DMFs filed by the Indian companies stood at 404, 311, and 271 during the year 2011, 2010
and 2009 respectively. This shows that the investments in R&D and facilities started yielding results
and Indian companies have able to file higher numbers of DMFs.



The API forms the most vital part of any finished dosage product. The overall API market was valued at
US$101 billion in 2011, and is expected to grow at a CAGR of 7.9 per cent from 2011 to 2016.

REGULATORY UPDATES
3.1. FDA Approves First Subcutaneous Heart Defibrillator

Oct 01, 2012



The U .S. FDA approved a heart defibrillator that helps to restore regular heart rhythms with leads that
can be implanted just under the skin (subcutaneously) instead of connected directly into the heart.



As part of the approval, FDA is requiring the manufacturing company to conduct a post-market study
to assess the long-term safety and performance of the device and to assess differences in
effectiveness across genders. The study will follow 1,616 patients for five years.

3.2. FDA now In-charge of Clinical Trial Transparency


Oct 01, 2012

The Department of Health and Human Services is passing the unenviable responsibility of keeping
CROs and Pharma's honest to the FDA, and the agency will now be in charge of making sure clinical
trial reporting is accurate and transparent.
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3.3. China SFDA 'Blacklist' to crack down on Fake Drug firms


Oct 02, 2012

The SFDA said in a statement that, "Establishing the blacklist for drug safety strengthens safety
supervision and the administration of drugs and medical devices, promotes the construction of a
credit system, and improves the industry's entry and exit mechanism. Meanwhile, it will also be
conducive to supervising the producers to fully assume their responsibility for drug quality and safety
and deterring illegal behavior.”

DRUG APPROVALS
4.1. Glenmark Receives Final FDA Approval for Asthma Drug


Oct 03, 2012

Glenmark Generics Inc. has received the final abbreviated new drug approval from the FDA for
Montelukast sodium tablets, 10mg. Montelukast Sodium tablets are Glenmark's generic version of
Singulair by Merck & Co., Inc., indicated for the treatment of prophylaxis and chronic treatment of
asthma.



Glenmark's current portfolio consists of 81 products authorized for distribution in the US marketplace
and 39 ANDA's pending approval with the FDA.

4.2. ZYDUS Bags US FDA Approval for Irbesartan Tablets


Oct 05, 2012

Cadila Healthcare Ltd. had received an approval from the US FDA for Irbesartan Tablets USP 75, 150
and 300 mg for the treatment of hypertension. As per the reports, the estimated sales for Irbesartan
tablets were $489 million last year.

4.3. Cleveland and Incuron receive Orphan Drug status for Hepatocellular Carcinoma


Oct 10, 2012

Cleveland BioLabs, Inc., and Incuron, LLC, a joint venture between Cleveland and Bioprocess Capital
Ventures, have received orphan drug status by the FDA for curaxin CBL0102, or quinacrine, for
treatment of hepatocellular carcinoma.



A multi-center Phase I trial of CBL0102 is ongoing in the Russian Federation in patients with liver
metastases of solid tumors of epithelial origin, or primary advanced hepatic carcinoma for which
standard therapy has failed or does not exist.

4.4. USFDA Approves ABRAXANE for the First-Line Treatment of Advanced NSCLC


Oct 12, 2012

Celgene Corporation announced the U.S. Food and Drug Administration (FDA) has approved
ABRAXANE (paclitaxel protein-bound particles for injectable suspension) (albumin-bound) for the
first-line treatment of locally advanced or metastatic non-small cell lung cancer, in combination with
carboplatin, in patients who are not candidates for curative surgery or radiation therapy.
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DRUGS DEVELOPMENT & CLINICAL TRIALS
5.1. Sandoz begins Phase III studies in the United States for Biosimilar Epoetin Alfa

Oct 26, 2012



Sandoz, the global leader in biosimilars, has started patient enrolment in a late stage clinical trial in the
United States for its biosimilar Epoetin alfa.



The Phase III study will compare safety and efficacy of Sandoz's biosimilar Epoetin alfa with the USlicensed reference product Amgen/Johnson & Johnson's Epogen /Procrit in anemia associated with
chronic kidney disease.

5.2. BioClinica Expands Imaging Support for Osteoarthritis Trials


Oct 29, 2012

BioClinica, Inc., a leading global provider of clinical trial management solutions, announced the
immediate availability of new and expanded imaging services critical for clinical trials in the area of
osteoarthritis (OA), a disease affecting over 21 million people in the United States.

5.3. Quintiles and Prodia start Clinical Trials involving Indonesia

Oct 31, 2012

 Quintiles, a provider of biopharmaceutical services, and Prodia Clinical Laboratory, have announced
the start of first global study involving Indonesia, under an exclusive alliance.
 Prodia Clinical Laboratory will provide in-country testing of samples from Indonesian patients in
clinical trials.
 According to Quintiles, Indonesia has been difficult to include in global trials because of requirements
that all local samples be tested in-country before samples or data can be exported. Two things
changed that: Prodia's exclusive alliance with Quintiles to test trial samples; and its recent
accreditation by the College of American Pathologists.
5.4. Biocon gets Positive Results in Global Phase III Study with Recomb Insugen

Oct 31, 2012

 Biocon has received positive results from the global phase III study for its Recombinant Human Insulin
Insugen, in type 1 diabetes mellitus (T1DM) patients as it demonstrated comparable safety and
efficacy with the innovator product of Novo Nordisk.

MERGER, ACQUISITIONS AND COLLABORATIONS
6.1. Sanofi to Acquire Genfar


Oct 04, 2012

Sanofi announced that it has signed an agreement to acquire a fast growing Colombian manufacturer,
Genfar. With this acquisition, Sanofi will expand its generic portfolio and Latin American footprint.



Genfar is the second largest generic company in sales in Colombia, manufactures and produces
generic, over the counter, and prescription drugs. The company made $133m in sales last year, 30 per
cent of which came from outside Colombia. It has a commercial presence in Venezuela, Peru,
Ecuador and 10 other countries in Latin America.
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Oct 08, 2012



Catalent Pharma Solutions and Parexel International ($PRXL) have joined forces to streamline the
supply chain for clinical trials, saying their combined expertise can cover clients from early-stage
planning to post-trial disposal.



Under the deal, Paraxel will provide clinical logistic services such as global supply chain planning,
forecasting and clinical trial material outsourcing and Catalent will provide manufacturing, packaging
labeling and analytics services.

6.3. Takeda to Acquire LigoCyte Pharmaceuticals, Inc.

Oct 15, 2012

 Takeda Pharmaceutical Company Limited and LigoCyte Pharmaceuticals, Inc. jointly have entered
into a definitive agreement for Takeda to acquire LigoCyte for an upfront payment of $60 million, with
future contingent consideration based on the progress of development projects.
 LigoCyte is a privately held biopharmaceutical company specializing in innovative vaccine products
headquartered in Bozeman, Montana. Its lead product, a vaccine to prevent norovirus gastroenteritis,
is in phase I/II of clinical development.
6.4. Pfizer to acquire NextWave Pharmaceuticals

Oct 22, 2012

 Pfizer, a global research-based pharmaceutical company, announced its intention to acquire
NextWave Pharmaceuticals, a privately-held, specialty pharmaceutical company focused on
attention deficit / hyperactivity disorder (ADHD) and related central nervous system (CNS) disorders.
 Under the terms of the agreement, Pfizer will make a payment to of $255 million to NextWave’s
shareholders at the closing of the transaction, and NextWave’s shareholders are eligible to receive
additional payments of up to $425 million based on certain sales milestones.

LAMBDA - GLOBAL PRESENCE
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LAMBDA - PHASE I AND BA/BE CAPABILITIES
Lambda, with its' global presence, is well equipped with state-of-the-art infrastructure and facility
comprising of highly sensitive instruments, equipments, over 650 validated methods and in-house clinics
to provide entire range of services for Phase I and BA/BE studies in conformance with Good Laboratory
Practice standards and applicable regulatory guidance.
Lambda understands the critical importance of measurement of drug concentrations in biological
matrices for medicinal product development containing new active substances as well as for line
extensions and generic products. Our qualified, trained and experienced team devises the proactive plan
to avert the potential challenges efficiently and ensure hassle-free experience to our clients.

EXCELLENT INFRASTRUCTURE

REGULATORY INSPECTIONS

 Access to 640+ beds globally
 State-of-the-art infrastructure with dedicated
ICU and systems for TET studies including GE
MUSE & telemetry systems
 In-house facility to provide range of
investigations required for early phase clinical
trials
 Develop 7-8 new methods/month with
expertise in different matrix handling such as
plasma, serum, urine, whole blood, milk, food,
bone, stool and animal tissues
 Capability to analyze more than 75,000
samples per month on 43 LC-MS
 Methods with sensitivity as low as 1 pg/ml
 Low Temperature Sample Storage (-65±10 0C

US-FDA

EMA

Thai MOH

CDSCO

OGYI

ANVISA

PHSS

TURKEY MOH

AGES

HEALTH CANADA

CAP

WHO

UK-MHRA

AFSSAPS

 Successfully faced more than 50 Regulatory
Inspections
 Prompt to respond all regulator queries within
specified timeframe
 Experience of responding numerous regulatory
queries quickly in scientific manner to expedite

and -22±5 0C) with continuous monitoring
 Freezer capacity to store 3.5 million samples

the process of getting marketing approval

KEY STRENGTHS
 Global Presence having GLP certified Bioanlytical Labs in India, Canada and UK
 Access to 640+ bedded clinic facility and more than 650 validated methods globally
 Experienced Team comprised of more than 100 research professionals and more than 50%
professionals having immense experience ranging from 5 to 19 years.
 Excellent recruitment & housing options customizable to sponsor / study requirements
 > 50 Global inspections by all leading regulatory agencies from across the world
 Having rapid turnaround time
 Average re-analysis required in less than 5% of the total samples
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