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PRESIDENT’S MESSAGE
Dear Members,
On behalf of AAiPS, I wish you all a Happy
and a Prosperous New Year. Our 2013
Annual meeting in San Antonio was a huge
success and it would not have been possible
without the help of all our members,
especially the EC committee under the
leadership of Dr. Doshi. They all worked
hard to make this event a great success.
As I take charge of AAiPS this year, I would
like to work very closely with all our AAiPS
members and make this organization a better
place to share scientific ideas, develop
network, encourage student activities and
open more AAiPS chapters around the states
and within our Universities. I believe that
the members should feel that they are a part
of this organization and their comments and
suggestions are encouraged and are always
welcome.

I would certainly encourage members to
consider becoming life members and create
awareness amongst your colleagues to join
and increase our membership base. Also we
devote substantial time and commitment to
have our regional and national meetings and
I invite all of you to attend all our regional
and national meetings.
Finally, if you would like to participate or
have a topic or speakers in mind, please let
us know and we will certainly entertain that
to the best of our ability. As we move along
during this year, I will keep you up-to-date
on our activities and I look forward to serve
you in the upcoming year.
Sincerely,
Rutesh H. Dave
President

QUOTES
“Live as if you were to die tomorrow.
Learn as if you were to live forever.”
Mahatma Gandhi.
“If you want to know what a man's like,

take a good look at how he treats his
inferiors, not his equals.”
J.K. Rowling, Harry Potter and the goblet
of fire

Truth is incontrovertible. Public may
resent it, ignorance may deride it and
malice may distort it. But it is always
there! – Sir Winston Churchill
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OFFICE BEARERS FOR
YEARS 2014-2016
We are pleased to announce the office
bearers for 2014-2016 as follows. We have
many committees, and if you are interested
in serving in any committees, please contact
us immediately.

AAiPS P.O. Box 7244 Colonia, NJ. 07067
Or
Mike Yelvigi at
MYELVIGI@HOTMAIL.COM
Vijay Kumar at

President: Rutesh Dave Ph.D.
Long Island University
Vice-President: Sanjeev Gupta PhD,
Kashiv Pharma
Secretary: Charchil Vejani, Research
Fellow, Long Island University
Treasurer: Ramesh Raikar- Shrai Pharma
Washington DC Chapter Chair: TBA
Immediate Past President: Uday Doshi
Ph.D, J&J Consumer Products Co.
Past President: Mohan Kabadi Ph.D.
Webmaster Chair: Sonia Raikar, Pharm.D,
Purdue Pharma
Newsletter Editor: Mike Yelvigi,
CPI Pharma
Newsletter Editorial Committee:
Krip Borah PhD, Advisor –Pharmops,
Vijai Kumar- Pharma Consultant
Sonia Raikar-Purdue Pharma,
Uday Doshi-J&J, Charchil Vejani-LIU
Sponsorship Committee Chair:
Sanjeev Gupta, Kashiv Pharma
Sponsor Committee Members:
Barry Fox

Vijai25@gmail.com

Program Committee Chair: TBA
Members at large:
Mike Yelvigi, Vijai Kumar
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HIGHLIGHTS OF AAiPS
ANNUAL MEETING SAN
ANTONIO, TEXAS,
NOV 13, 2013
Review by: Mike Yelvigi
The 2013 AAiPS Annual Meeting was held on
Wednesday, November 13th at the Marriott
Hotel in San Antonio Texas. It was a great
meeting, was attended by about 200 scientists
from all over the world. We had a nice gathering
of Scientists from industry, academia, students,
our Sponsors, many vendors and business
people.
The meeting was opened by the Programming
committee chair Dr. Rupa Doshi who welcomed
the attendees and introduced the President Dr.
Uday Doshi. Uday gave an overview of the
AAiPS activities in 2013, the highlight of 2013
was AAiPS Nanotechnology symposium on
Role of Nanotechnology in Development of
Complex Generics and Biosimilars
On September 14th 2013, at the Dolce Vita,
Basking Ridge New Jersey
This event was in line with our mission, to
encourage advancement of pharmaceutical
sciences by providing a platform for scientists to
come together and exchange ideas and was the
first ever such symposium organized by AAiPS.
It was a fantastic event and 4 well known
experts on Nano-technology gave presentations.
He then introduced the Chief Guest Dr. Umesh
Dalvi. President and CEO of The Ritedose
Corporation and Ritedose Pharmaceuticals, in
Columbia, SC.
Dr. Dalvi gave an excellent, eye opening speech
on current view of the pharmaceutical and
biotech contract manufacturing business. It
included key drivers for outsourcing, the past
trends and future growth estimates. The growth
patterns in different geographies and business
sections in CMO space were also highlighted.
The basic understanding of the blow/fill/seal
(BFS)
technology
for
sterile
liquid
manufacturing was illustrated with an overview
of TRC’s operations and business model. The
major advantages of using the BFS technology
over the conventional manufacturing using glass
vials was nicely presented along with the

mapping of key issues that must be considered
in pursuit of this opportunity.
The Award ceremony was conducted by Mr.
Vijai Kumar and Uday Doshi. AAiPS
Outstanding Achievement Award was given to
Uday B Kompella, PhD
Research Professor, Dept of Pharmaceutical
Sciences, University of Colorado School of
Medicine.

Dr Umesh Dalvi

The Distinguished Scientist Award was given to
three well-known scientists:
 Larry L. Augsburger, Ph.D
Emeritus Professor, University of Maryland.
 Kailas Thakker, Ph.D
President Tergus Pharma, Durham, NC
 Anthony J. Hickey, Ph.D, DSc
Professor, School of Pharmacy, The Univ.
of North Carolina at Chapel Hill
The AAiPS Fellowship is awarded to individuals
with
exemplary
contribution
to
the
Pharmaceutical Sciences. Four Students, were
also awarded a scholarship of $500 each, for
their Novel Research. The students were:
 Ameya Kirtane, University of Minnesota.
 Puneet Tyagi, University of Colorado
 Saradha Chandrasekhar, Purdue University.
 Khushboo Kothari , University of Minnesota
 Maxwell Korang-Yeboah, Mercer
University
 Yinan Hua, University of Wyoming
This meeting was also attended by many wellknown guests like Dr. Anthony Stefanoy (AAPS
President), Dr. Pat Deluca, Professor at
university of Kentucky.
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The evening was very well planned and
organized; every one enjoyed the reception,
during which a close interaction between the
attendees was apparent. The program brochure
was given to each attendee and was very well
done. The banquet food was supplied by Sitar
Restaurant in San Antonio.

to a lively and engaging discussion among the
participants.

REPORT ON AAiPS NANOTECHNOLOGY SYMPOSIUM
SEPT 14, 2013
By Uday Doshi Ph.D.
The year 2013 saw a new initiative by AAiPS
we organized the first ever symposium on Nanotechnology, the goal was to provide an
opportunity for exchange and to learn from each
other’s experience. The meeting was held in the
beautiful auditorium of the Dolce Vita in
Basking Ridge New Jersey.

A token of appreciation being presented to
Professor Abu Serrajudin.

Four experts in the field of nanotechnology from
industry and academia shared their perspective
on the current state of science of
nanotechnology.
Dr. Navnit Shah, President of Kashiv Pharma,
Prof Abu Serrajuddin - St. John’s University,
Queens, NY, Prof Rajesh N. Davé - NJIT and
Dr. Pei-I Chu -FDA were all speakers at this
symposium. In additions we also had
involvement from a large number of graduate
students from the various universities in the
area. There was a poster session during which
the graduate students presented and discussed
their research work with other attendees and led

There was a Q&A session with the panelist
where they answered questions not only about
their research work but also about opportunities
in industry and academia for graduate students
post graduation.
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Panel Discussion
The overall feedback from the participants was
that it was a wonderful event and they would
look forward to such events in the future.

AAiPS President Uday Doshi presenting a small
token of appreciation to Dr. Navnit
Shah, Kashiv Pharma.

Indian Pharma Sector News:
FDA Commissioner Hamburg heads for India to talk
about quality manufacturing:
Source: FiercePharma Feb 2014

Her first trip to the country comes following a
string of severe actions against Indian drug
makers.
Indian manufacturing plants produce an
estimated 40% of the generic drugs sold in the

U.S., therefore the FDA has a special interest in
that
country,
particularly
given
the
manufacturing failures it has uncovered by
Indian drug makers like Ranbaxy Laboratories
and Wockhardt. But as it has stepped oversight
there, its actions have also created a certain
amount of resentment. It is into that milieu that
FDA Commissioner Margaret Hamburg will
step next week when she makes her first visit to
the country to "further strengthen cooperation
between the FDA and its Indian regulatory
counterparts."
The
FDA
said
Wednesday
that
Hamburg will go to
India Feb. 10 through
Feb. 18 to meet with
Indian policy and
government
leaders
involved in both drug
and food regulation.
She emphasized that
there
is
ongoing
cooperation between FDA Commissioner
the two countries. She Margaret Hamburg-also pointed out that FiercePharma file photo
what the FDA does to
enhance quality for Americans is also good for
Indian consumers.
Washington: US regulators are not targeting
India, despite a series of import restrictions on
drugs from the major US trading partner, the
head of the US Food and Drug Administration
said today.
FDA Commissioner Margaret Hamburg briefed
reporters after her first official trip to India,
where she met with government and industry
leaders earlier this month.
India is the second largest US supplier of
prescription and over-the-counter drugs, and big
pharma companies Ranbaxy and Wockhardt
have faced a series of US import restrictions
over safety concerns.
"We are not targeting Indian companies. We are
undertaking our required regulatory activities,"
Hamburg said.
"When products are sold in the United States for
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use by American citizens, then those products
have to meet our standards."
Hamburg described as "encouraging" her
conversations with high level representatives
during her eight-day trip to India, the United
States' third largest trading partner.
The FDA has 12 staff members in India, and
plans to expand to 19, she added, describing the
nation as "particularly important" to US food
and drug trade.
"The fact that we have increased our presence in
India is true but it reflects that fact that India is a
very significant and growing player in the US
marketplace with respect to both pharmaceutical
products and food."
India's top drug regulator says he will do
surprise inspections of foreign-owned plants
The action is proposed after the FDA bans a
fourth Ranbaxy plant from shipping to the U.S.
Drug Controller General of India (DCGI) G.N.
Singh, has caught some flak over the fact that
U.S. and European regulators--citing serious
quality issues--have banned products from a
number of Indian plants with which his office
has found no faults. Now he says the DCGI will
start surprise inspections, but the drug regulator
made it clear that the process cuts both ways and
that foreign companies can expect his people to
show up for a visit.
"There has to be a level playing field," Singh
told the Indian Express on Wednesday. "If
foreign regulators can make surprise checks on
Indian pharma companies, we can do the same
for both domestic as well as foreign
drugmakers."
The FDA actually gives facilities advance notice
of its visits, but the number of Indian drug
makers that have gotten crosswise with the
agency in recent years has become a concern in
the country. Singh's announcement came after
the FDA last week banned a Ranbaxy
Laboratories active pharmaceutical ingredient

(API) plant following a follow-up inspection
earlier this month. FDA inspectors said they
found evidence that workers were repeatedly
retesting batches until achieving the analytic
results that were needed and then overwriting
the failed results in the plant's database. It is the
fourth Ranbaxy plant in India to be put on
import alert. The agency in September banned a
key formulation facility and two others have
been prohibited from shipping to the U.S. for
years after problems at Ranbaxy were first
uncovered. Washington: US regulators are not
targeting India, despite a series of import
restrictions on drugs from the major US trading
partner, the head of the US Food and Drug
Administration said today.
--------------------------------------------------------FDA Commissioner Margaret Hamburg briefed
reporters after her first official trip to India,
where she met with government and industry
leaders earlier this month.
India is the second largest US supplier of
prescription and over-the-counter drugs, and its
big pharma companies Ranbaxy and Wockhardt
have faced a series of US import restrictions
over safety concerns.
"We are not targeting Indian companies. We are
undertaking our required regulatory activities,"
Hamburg said.
"When products are sold in the United States for
use by American citizens, then those products
have to meet our standards."
Hamburg described as "encouraging" her
conversations with high level representatives
during her eight-day trip to India, the United
States' third largest trading partner.
The FDA has 12 staff members in India, and
plans to expand to 19, she added, describing the
nation as "particularly important" to US food
and drug trade.
"The fact that we have increased our presence in
India is true but it reflects that fact that India is a
very significant and growing player in the US
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marketplace with respect to both pharmaceutical
products and food."
Pharmaceutical giants to join US initiative
February 5 2014
New York - Government researchers will
collaborate with 10 large pharmaceutical
companies on a $230-million initiative to speed
development of new medications for major
diseases, the US National Institutes of Health
announced on Tuesday.
The five-year initiative targets alzheimer's
disease, type 2 diabetes, rheumatoid arthritis and
lupus, and may be expanded to other ailments,
the NIH said.
The goal is to pool resources among NIH and
the companies, normally vigorous competitors,
to enable analysis of large data sets to track
disease progression and the effect of therapies.
Data and early-stage research will be shared and
made publicly available, and companies are
expected to compete on developing commercial
drugs once research passes the preliminary
phase.
“Currently, we are investing a great deal of
money and time in avenues with high failure
rates, while patients and their families wait,”
said NIH Director Francis Collins.
The challenge “is beyond the scope of any one
of us and it's time to work together in new ways
to increase our collective odds of success,”
Collins said.
Taking a drug from early discovery through
government approval takes over a decade and 95
percent fail the test. That takes the cost of one
success to more than $1 billion, NIH said.
The initiative will be overseen by steering
committees led by representatives of NIG and
the Food and Drug Administration, the private
sector companies and patient advocacy groups.
“Our most critical health challenges require new,
innovative ways to develop medicines and

vaccines,” said Rupert Vessey, a senior vice
president at Merck, which is joining the
initiative.
“Collaborations such as this that exchange data,
share insights and generate knowledge will be
important to unravelling the mysteries of the
diseases that cause suffering for individuals and
a burden to our society.”
The other participating companies are: AbbVie,
Biogen, Bristol-Myers Squibb, Eli Lilly, GSK,
Johnson & Johnson, Pfizer, Sanofi and Takeda. Sapa-AFP

JOB OPENINGS
If you are looking for a job or want to

advertise a job, send the editor an email at
myelvigi@hotmail.com and we will post
your requirements/credentials in the career
section we intend to create on our website.

THIS FORUM IS A GREAT
PLATFORM FOR INFORMING
EVERYONE OF RECENT
CHANGES IN YOUR
PROFESSIONAL LIFE. IF YOU
HAVE MOVED TO A NEW JOB
OR NEED TO UPDATE
CONTACT INFORMATION,
EMAIL US AND WE WILL POST
IT.ADVERTISEMENT RATES
The rates of advertisement for the AAiPS

newsletter are as follows:
One year (four issues): $1000 full page,
$500 half a page, $250 quarter page
One time (one issue): $400 full page, $200
half a page, $100 quarter page.
Contact:
Ramesh
Raikar
raikar5@yahoo.com
No advertisements under a quarter page
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Interesting research by a Boston
student – Gaurav Asthana: Many have looked at transportation as a cause to
climate change. However, average people don’t
stop to think that the hamburger on their dinner
plate is actually a major contributor to climate
change. The livestock industry, which produces
much of the meat that is sold at most
supermarkets is not only responsible for carbon
dioxide emissions but it is also responsible for
methane and nitrous oxide emissions, two
greenhouse gases that have a significantly higher
global warming potential. Simply reducing the
amount of meat that people eat can go a long
way in minimizing this major issue.
Opinions expressed in this newsletter belong
solely to the authors, and do not represent the
views of AAiPS or its members.

AAIPS Office Bearers for 2014-2015
President:
Rutesh Dave
Vice President:
Sanjeev Gupta
Secretary:
Charchil Vejani
Treasurer:
Ramesh Raikar
Immediate past president:
Uday Doshi
Membership Committee Chair: Nisha Patel
Sponsorship Committee Chair: Sanjeev Gupta
Members: Barry Fox-Mendel Company
Awards and Scholarship Committee Chair:
Vijai Kumar
Program Committee Chair: TBA
Newsletter Editor:
Mike Yelvigi
Members at large:
Vijay Kumar
Mike Yelvigi
Website Manager:
Sonia Raikar

AAIPS THANKS ITS SPONSORS
Platinum Sponsors
Pharmaceutics International Inc, ACG worldwide, MG America,
Gold Sponsors

CMC Machinery, Fluid Air, Capsugel Inc., Evonik , Degussa Pharma
Polymers, Globe Pharma, Innopharma, Mutchler, Chemicals, Patheon,
Silver Sponsors

Ashland Inc., Drug Development & Delivery, DFE pharma, Gattefosse,
Mendel Company, Shaffer Products Inc., Colorcon
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