Antimicrobial susceptibility pattern among selected gram negative bacterial
strains from various departments of Al Shifa Hospital, Perinthalmanna, Kerala.
Introduction
Decades of antibiotic use, or rather misuse, have
resulted in bacterial resistance to many modern antibiotics. The
increasing rate resistance especially among gram negative
bacteria is a serious concern of modern health care systems. It is
of great importance to study and document the
susceptibility/resistance pattern of bacteria towards commonly
used antimicrobial agents in various demographic localities.
Objective
The major objective of this recent study was to evaluate
the susceptibility/resistance pattern of G-ve bacteria like
klebsilla, E.coli and pseudomonas towards various antimicrobial
agents like fluroquinolones, cephalosporins, tetracyclins and
chloramphenicol, penicillins and monobactams, macrolides etc.
Experimental method
The study was conducted in 100 patients with more than
3days of hospital stay, and found to be infected with either
klebsiella or E-coli or pseudomonas(most commonly occurred
gram negative organisms). The specimens were collected from
various departments in hospital like urology, gastroenterology,
pulmonology, cardiology, orthopaedic etc, and were send to
microbiology lab to evaluate antibiotic susceptibility pattern
using disc diffusion method.
Results and Discussion
The results reveal that there is varying sensitivity
pattern among various strains collected from different samples.
Out of 100 samples, 41 were klebsilla. 100%
susceptibility to meropenam and imipenam was obsesrved. A
higher degree of resistance was exhibited by klebsiella towards
polymyxin B and gentamycin. But sensitivity was moderate to
amikacin(29.26%) and chloramphenicol(34.14%).

23% of samples were pseudomonas strains. Majority of
strains were sensitive to meropenam and imepenam (65.21%)
and also to polymyxin B (43.47%) and piperacillin/tazobactum
(47.82%). Pseudomonas showed very less susceptibility towards
gentamycin (8.67%) and chloramphenicol (4.34%).
Among 100 samples , 36% were E coli and were highly
susceptible to meropenem and imipenem (100%). E. Coli
showed good susceptibility towards cefoperazone/sulbactum
(72.22%) and piperacillin/ tazobactum (77.77%) as well.
Conclusion
From the results it can be concluded that the degree of
antimicrobial resistance among many bacterial strains towards
many commonly used antimicrobial agents are in very high
levels. More studies are needed to understand the extent of
bacterial resistance among various demographic groups to
modify the treatment of infections.
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MR- meropenam, I- imipenam, CM- cefoperazone/sulbactum, LE- levofloxacin,
RC- ciprofloxacin, G- gentamycin, C- ciprofloxacin, PT- piperacillin/tazobactum, PB- polymyxin B, AK- amikacin.
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Al- Shifa is a multispecialty hospital
located in Perinthalmanna at Malappuram
district. The hospital is unique and people
from all over the country come and avail
its facilities. The various specialties
include General Medicine, Obstertics and
Gynecology, Pediatrics and Neonatal,
Neurosciences, Anaesthesiology,
Orthopedics, Radiology, Nephrology,
Pulmonology and Critical care,
Cardiology and Cardiothoracic surgery , Microbiology,
Pathology and Hematology, Laproscopic surgery, ENT, Dental
and Maxillofacial surgery, Neurology, Ophthalmology, Physical
Medicine and Rehabilitation, Diabetology, Surgical Gastro
Enterology, Oncology. The hospital is equipped with the modern
diagnostic facilities like CT scan, Ultra Sound Sonography,
Digital substraction angiography ECG, Treadmill, Colour
Doppler etc. The hospital also has twelve hi-tech operation

theatres, Intensive Care unit, Intensive Cardiac Care Unit,
Catheterization Ballon Valvuloplasty, Coronary stenting, Kidney
transplantation unit with Haemodialysis machines and an
assisted reproductive Technology centre. The department of
pharmacy practice is based in this hospital to impart hands on
training to M. Pharm.( Pharmacy practice) and Pharm.D students
of Alshifa college of pharmacy, Perinthalmanna.
I am very much delighted to know that the department of
Pharmacy practice, Alshifa college of pharmacy is bringing out
this quarterly News letter Shifa clinpharm. The arena of
Pharmacy practice is expanding tremendously world wide. It is
interesting to note that our country is also contributing
immensely to this field. I hope that news letter Shifa clinpharm
will be a new ink in pharmalife. I appreciate the whole team
behind the effort.
Mr. P Unneen,
Managing trustee

I am pleased to share with you that in my
new assignment with the SIMS, I will be
the head of Pharmacy college designated
as Principal under the visionary
leadership of our dynamic chairman Mr,
P .UNNEEN. Al Shifa College of
Pharmacy was established in the year
2002 by a great visionary, Mr. P. Unneen,
under Shifa Medicare Trust. This trust
runs a 350 bedded hospital in
Perintalmanna (500 more to be added in 3 months time), that was
established in the year 1989 with 75 beds, is a state of the art
hospital accessed by patients from all over India and also from
other countries particularly Middle East. Our Pharm D., Pharm D
(Post Baccalaureate)., and M.Pharm (Pharmacy Practice)
students are trained in this multi speciality hospital.
Al Shifa College of Pharmacy is the pioneers of pharmacy
education in Kerala, which runs courses Pharm D., Pharm D
(P.B.), M.Pharm (Pharmaceutics, Pharmacy Practice,
Pharmaceutical Chemistry and Pharmaceutical Analysis),
B.Pharm., and D.Pharm., giving exemplary education in a 6 acre
sprawling, green and pollution free campus at Kizhattur.
The Pharmacists has evolved from being referred as
'compounders' few decades back to healthcare professionals now.
There was a paradigm shift in the last decade when Pharm.D
course was incorporated by Pharmacy Council of India by the
legendary Dr. B. Suresh, President, in the pharmacy curriculum.
The new meaning of paramedical course for pharmacy education
was established and the medical fraternity started identifying its
role and importance, now saddled firmly in the delivery of

treatment to patients in hospitals.
Al Shifa College of Pharmacy never let to be behind in this
paradigm shift is giving best education and exposure to its
students in its hospital where Drug Information Centre, and
Pharmacovigilance Cell has been established by Mr. C. Dilip,
Associate Professor, Department of Pharmacy Practice and
works in tandem with medical professionals.
This is a year beckoning decennial celebration being planned to
be conducted in few months time. The faculties of Al Shifa
College of Pharmacy true to their potential publish their research
findings in various peer reviewed and high impact journals
having more than 100 publications to date. They are also actively
in sending proposals to various funding agencies to move to
higher level in research and development.
Ground work has also been started for establishing Technology
Business Incubator Centre, Entrepreneurship Development Cell
in collaboration with University of Calicut and Patent
Information Centre. We are adding a new chapter in the history of
SIMS with the creation of new research wing as a part of our
expansion programme. Our aim is to strengthen our research
facilities in the coming years. I am confident that in the years to
come, this organization will occupy a place of pride among the
top ten pharmacy colleges in India. Our success depends upon the
consistent, dedicated effort and co operation from the
surrounding colleges and industries with a strong conviction to
excel.
With great hope and vision we are entering into New Year 2013
wishing to achieve success and to fulfil our dreams….
Dr. T.N.K. Suriyaprakash
M.Pharm., PhD., PGDPL., Principal.

Welcome 2013. Let me start with a
congratulatory note on the dawn of this
new year, I congratulate , Mr, Ajmal
second year M.Pharm pharmacy practice
student for bagging first prize in poster
presentation for national conference
which was held at Nehru college of
pharmacy, Thirssur. Since the inception of
Pharmacy practice department in 2008,
we always believed learning should begin
from our students .Our team of faculty plays the role of mentor
and guide. The department of Pharmacy practice provide the
students an ambiance to nourish the internal skill and qualities.
We are in the process of framing a system where every student get
an opportunity to freely think and develop his skills to the
maximum. To further strengthen our research Dr. T.N.K.
Suriyaprakash has joined our team as principal Dr. T.N.K.
Suriyaprakash, a person with creativity, knowledge and wisdom,

Health Tourism and
Upcoming Project of Alshifa
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has a rich experience and is highly inclined to academics and he
will be the Director, Editorial board of this newsletter this year
onwards.
In this issue the readers can plunge into plethora of information's.
Usual column by Mr. Linu Mohan - Pharma pulse - makes us to
think fast ahead with latest set of innovations. Coloumn by Mrs.
Shamna on-Drug update will make readers abreast with latest
drug information's. We have two write up on national seminars
which had been conducted by our neighboring colleges and a
write-up on Thanalkoot- initiative in keeping the spirit of
transforming the students into good human beings.
A HAPPY AND PROSPEROUS NEW YEAR TO ALL OUR
READERS!!
Happy Reading !
Dilip.C
Editor in Chief, Shifa Clin Pharm
www.clinpharmindia.blogspot. ; dillu7@rediffmail.com

M

alappuram, a district in the state of Kerala is known for its
rich cultural and political heritage. It's a land abounding in
hills, valleys, plantations, rivers, and waterfalls . The district
is also well known as the major healthcare destination in south
Malabar. Perintalmanna, also known as 'hospital town of Malappuram'
has four privately-owned multi-super specialty hospitals.
Alshifa Hospital Pvt.Ltd is a multispecialty hospital established in 1989
as a NRI venture having 350 beds, over 30 disciplines of various
specialties and super specialties with more than 60 consultants of
National reputation. The Hospital is renowned for its highly skilled and
experienced medical professionals and provides excellent treatment
services to patients all over the world. People from all walks of life
including neighbouring states and gulf countries walk into Alshifa for
their better health. Alshifa has created a niche and revolution in
Malabar region of kerala by taking care of health of thousands of
people irrespective of their socio economic back ground. With skilled
professionals, unmatched expertise, world class treatment, cost
effective prices, combined with health tourism which includes
complete health checkup, posh villas to reside, Alshifa has emerged as a
favourite destination for medical tourism in the Malabar region of
Kerala. Every year, hundreds of thousands of patients from all over the
Middle East and many other foreign countries come here to make use of
our modern treatment facilities.
Expansion work in any healthcare institution is always never-ending.
We are on the journey of expansion in order to meet the increasing
demand from the patient and families for more beds. Now that, there is
a need for one more building, construction of 10floor spacious building
is going on with the latest infrastructure which is scheduled for
inauguration on January
2014. With the successful
completion of this project,
it will be a dream come
true and proud moment
for the whole team of
Alshifa under the Dynamic
leader ship of Mr P
Unneen, Managing trus
tee, Alshifa group.
Dilip. C
Associate Professor,
Alshifa College of
Pharmacy,

th

64

INDIAN

PHARMACEUTICAL
CONGRESS 2012

It was an unforgettable experience for us to be a part of 64th
Indian Pharmaceutical Congress (IPC) 2012 hosted by
Association of Pharmaceutical Teachers of India (APTI) at
SRM University Chennai from 6th to 9th December 2012. The
theme of the congress was “Vision 2020: pharmacy education:
innovation, strategies and globalization.”

2694 abstracts was selected for poster presentation and
segregated into 12 categories and one among each category was
called for oral presentation. Poster selection was scheduled on 8th
and 9th Dec from 9 to 4 pm. 3 abstracts was selected from Alshifa
College of pharmacy for poster presentation.

The session was started with inaugural function by the chief guest
His Excellency Dr.A.P.J Abdul Kalam on 6th Dec.

Scientific program was conducted at a time in 4 different air
conditioned halls.

The visionary address of Dr. Kalam inspired and ignited the
minds of budding pharmacists like us. He pointed that by 2020;
the demand for pharmacists will be around 1.7 million in India
and should set a target of producing 20% of world's generics
production. He concluded with a 5 point oath for pharma students.

Dr. Mike Rouse, assistant executive director, professional
affaires and director, international services accreditation council
for pharmacy education (ACPE), Chicago, USA delivered a
wonderful speech on global expectation for pharmacy education.

Presidential address was given by Prof. K. Chinna Swamy,
president of IPCA and retired professor of Madras medical
college Chennai. While he extended a warm welcome to all
delegates, he laid special emphasis on pressing issues that
threatens the quality of pharmacy education and disclosed that
innovation in curriculum, best practices in teaching and learning
methodologies, sharing of educational and practice experience
and quality assurance could serve to overcome the challenges.
Felicitation and address was given by guest of honor Dr. T.R
Pacha muthu chancellor, SRM University conveyed warmest
greetings to all delegates.

processes of 15 major international pharmaceutical companies.

Mr Paul V Companelli CEO, Par pharmaceutical companies USA
talked about pharmacy industry US and Indian perspective.
IPA's national elocution competition and students quiz
competition raised the enthusiasm of student delegates.
First two days evening was enlighted by cultural programs by
professionals of Tamil film industry and students.
We convey our deep gratitude towards the organizers of 64th IPC
and faculty of our college to support us in all our ways.
1st year M.pharm Pharmacy practice.

Scientific session inaugurated on 7th Dec at 9 am by chief guest
Dr. G.N Singh, drugs controller general of India. He assured that
theme of congress vision 2020 would definitely enlighten the
pharmacy professionals about their expanding role and
responsibilities in the wake of rapid globalization.
Guest of honor was Shri. Ravi Pacha mootu, chairman SRM
University. He extended his privilege to host the 64th IPC at SRM
University.
Felicitation was given by Dr. B Suresh, president of PCI and vice
chancellor of JSS University Mysore. He assured that exchange
of views, processes and methodologies through this congress will
lead to concrete recommendations
aiming at excellence and will help
in designing the architecture of
quality assurance.
Separate gathering of industrial
people was arranged by pharma
excel to portray innovative
equipments and industrial

M.Pharm Pharmacy Practice students
with Dr. B.Suresh, President, PCI
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VACCINE STORAGE WITH OUT REFRIGERATION

PHARMA
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Leap of Medicine

Keeping medications cold from production until they are used in treatment is a
costly process, accounting for as much as 80 percent of the price of vaccinations.
The need for a cold chain has been a difficult for health care providers, aid
organizations, scientists and pharmaceutical companies for decades, especially in
settings where electricity is limited. Failures in the chain result in the loss of nearly
half of all global vaccines

GLAUCOMA MANAGEMENT

In an attempt to solve this problem, the scientists developed silk films that
essentially wrap up the live bioactive molecules present in antibiotics and vaccines.
This protects these essential bioactive elements, and so can greatly extend the shelflife of the medication. The active drugs are released as the silk film is slowly
degraded by enzymes in the body.

WITH OUT EYE DROPS

The Glaucomas are a group of ocular diseases characterized by changes in the optic nerve head and
loss of visual sensitivity and field. There are two major types, open angle glaucoma and closed angle
glaucoma. Open-angle glaucoma, the most common form of the disease, affects nearly 60 million
people worldwide. The effective proven method to prevent vision loss in such patient is by reducing
intraocular pressure (IOP).
The existing treatment methods like, surgical procedures to open blocked drainage channels or
implant larger stents, which are used only for patients with advanced glaucoma, carry risks of
infection, bleeding, deterioration of other parts of the eye, and vision loss etc. Some patients may not
use eye drop medications consistently enough to control their IOP, while others simply don't
respond to the drugs. So the scientists now developed a tiny medical device, no larger than an
eyelash may significantly reduce eye pressure in glaucoma patients and allow some to stop using
eye-drop medications. It is an ultra small drainage device known as hydrus stent confirms its
effectiveness in clinical trial. The scientists claimed that so far the mini stents appear to have
important advantage in the treatment of open angle glaucoma at the earlier stages with lower risk of complications. If this device
effectively controls IOP over many years, it would be a real breakthrough in combating this blinding disease.

FDA APPROVES
ARTIFICIAL CERVICAL DISC
Globus Medical Company developed a new medical device
SECURE®-C, got approval from FDA. It is an artificial cervical
disc consisting of two metal (cobalt-chrome alloy) endplates and
a plastic (polyethylene) insert that fits between the endplates. The
device can be used in skeletally mature patients with diseased
cervical disc, or following removal of the disc for conditions that
result from a diseased or bulging disc (intractable radiculopathy
or myelopathy). The device is placed between two adjacent neck
bones (vertebrae) to replace a cervical disc. The implanted device
is designed to restore the
distance between the two
vertebrae and allow motion at
the treated level as the plastic
core moves against the metal
endplates.

(Artificial cervical disc)
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The device helps to stabilize the
operated disc in the neck and
improves the function. It should
not be used in patients with
infection, osteoporosis, allergy
to metal or plastic used in the
device, with unstable cervical
spine, and patients with more
than one cervical disc to be
treated etc.

COLOUR TESTS TO SPOT
EARLY HIV AND PROSTATE CANCER
Researchers in the UK have developed a "naked eye" colour test
for virus and disease biomarkers which is ten times more
sensitive than current gold standard methods. They have tested it
on HIV and prostate cancer biomarkers, and suggest it offers a
cheap and simple way of spotting early onset of these diseases.
The detection is done by analyzing serum, derived from blood, in
a disposable, see-through container. If the result is positive for
p24 or PSA, the solution inside the container turns blue, if it is
negative, it turns red. The enzyme label of an enzyme-linked
immunosorbent assay (ELISA) controls the growth of gold
nanoparticles and generates coloured solutions when the analyte
(eg p24 or PSA) is present. If the analyte is present, the reaction
generates irregular clumps of nanoparticles, and these give off a
distinct blue colour in the
solution inside the container. If
the analyte is absent, the nanoparticles separate into ball-like
shapes, which give off a reddish
colour. The reactions can be
seen with the naked eye.This
may help testing patients on
HIV treatment to assess the
effectiveness of retroviral
therapies and also to check for
new infections, with less
(Blue positive result,
expense and also to detect early
Red negative result)
signs of cancer.

(Silk fiber to stabilize vaccine)

The vaccines like measles, mumps, rubella and antibiotics like penicillin,
tetracycline etc.. are tested using this method, and in all cases the silk film
encapsulated medications remained potent far longer at elevated temperature. These
advances could reduce the cost of vaccination programme.

Thanalkootu
Resurrection to a better tomorrow
As the college motto was 'lighted to enlighten', here we have
another step striding towards the excellence. On 7th November
2012 E-positive motivation classes were held in collaboration
with 'Thanalkkoottu' in Al Shifa college of Pharmacy.
Thanalkkoottu a social welfare programme moulds youngsters
making them aware of their social commitment and
responsibilities they have towards the society. It nurtures the right
attitudes and instils the values of service to humanity that is
something goes beyond the classroom teaching, textbooks and
university exams.
As representatives of Thanalkkoottu Malappuram district, Mr
Aboobecker and Mr Ummer took it as a privilege to accept our
invitation and conduct to such programme in our college
.Pharm.D first years and second years had the opportunity to
attend the discussion. E positive invites our attention towards
marginalised and sidelined people living in our society. It's a
venture that brings together people from various walks of life so
that they share and care the needs and feelings of their fellow
beings.

Education is not just pack of knowledge but it is a realisation of
right from wrong and it is only when one gains this ability of
understanding beyond his perceptions that he becomes humane.
Motto of pharmacy healthcare professional, must be 'love the
patient than the medicine 'he insisted. The underling goal must be
providing maximum care at minimum cost. We happened to hear
that it's not just medicines that cure the ailments but it is the care
and motherly approach. He happened to emphasize that “you are
person who is giving life to the medicine, so give respect to the
profession and raise your voice and abilities against the
malpractices in the health care system.
We realize that service not just helps us to better understand the
society but also equips us on how to get involved deeper into the
rhythm of society .he also reminded us that when we start sharing
we learn to empathize instead of sympathize .lastly he didn't
forget to invite our heart full support to serve as strong volunteers
and moreover as upcoming pharmacists, for the various social
welfare activities. We were very much delighted and enlightened
on getting such a wonderful opportunity to attend the discussion.
We thank all the respective authorities for organising such an
influential and motivating class. Indeed we accept “service to
mankind is service to god”
Pharm.D Second batch,
Alshifa College of Pharmacy

Pharm.D Students with Mr Ummer
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Another Golden feather to the hat of
Al Shifa college of Pharmacy
We, the students of M Pharm (Dept of Pharmacy practice), Al
shifa college of pharmacy are extremely delighted to share the
overwhelming triumph achieved by our batchmate, Ajmal.M,
who was being honoured with the 1st prize for scientific poster
presentation in a national seminar titled “ Pharmacon IV ” held at
Nehru college of pharmacy campus on November 16th and 17th.
The program being inaugurated by Dr. P. Krishnakumar, Patron
and presided by Dr. K. Raghavan nambiar, Chairperson was
highlighted by Dr. K. Gopalan, Dr. Venkata rao and Dr. P.

Solayaraj who had delivered speeches on the various aspects of
emerging innovative dynamics in the field of pharmaceutical
profession and research. The second day witnessed the scientific
poster presentation competition with about 100 posters being
showcased representing various pharmacy colleges in South
India. Hoping this history of notch up would repeat in the coming
years too.
Vinod.B, Shanoob.K,
Second year M.Pharm Pharmacy Practice

Pharmacy practice students in poster presentation session at Nehru college of Pharmacy

INTERNATIONAL CONFERENCE
HELD AT PALAKKAD

It was a great experience for us to be a part of International
conference on “EXPANDING HORIZONS AND CHANGING
DYNAMICS IN PHARMACEUTICAL AND CLINICAL
RESEARCH” organized by Grace college of pharmacy, on 11th
and 12th October, 2012 at Jobys' Mall, Palakkad.
The session started with inaugural function presided by Dr.K.
Mohandas, Honorable Vice chancellor of KUHS along with other
eminent personalities in the field of pharmacy. The scientific
programme started with the speech of Dr. Marc Howard Scheetz
(Asst: Professor, Midwestern university, Chicago, USA) on
optimization of antimicrobials and the pharmacist role in the
management of infectious diseases. He focused on the
comparison of antibiotic use in Indian scenario with that of USA
and how best drug regimen can be developed by mathematical
modeling to prevent the antimicrobial resistance.
The session was followed by the speech on “Herbal research in
cancer” and “Role of pharmacist in effective use of medicines”
delivered by Dr.C.I.Jolly (Scientific adviser, Kerala Ayurveda ltd,
Ernakulam) and Dr.S.Sriram (Professor and Head of Department,
Pharmacy practice, SRIPMS, Coimbatore).
The second day programme started with the talk of Dr. Megan
Jean Huisingh (Asst: Professor, Geriatric and palliative medicine,
University of Chicago, USA) on “Medication use in the unique
care of older adults” with main emphasis on the unique challenges
being faced by the practitioners while treating geriatric patients.
The second talk of the day was given by Dr. K. Gowthamarajan
(Prof. and Head, Dept of pharmaceutics, JSS College of
pharmacy, Ooty) on “Nanopharmacotherapeutics”.
Scientific poster presentation started at 2'o clock with 120 posters
being displayed by the delegates of various colleges from South
India. WE, students of Al shifa college of Pharmacy, presented
four posters regarding the new developments in the field of

clinical Pharmacy. Siraj Sundaran of Devaki amma college of
pharmacy has been awarded with 1st prize for his work on “
Evaluation of effectiveness of addition of Leukotriene
antagonists in Obstructive pulmonary disease” while Ajmal.M of
Al shifa college of pharmacy secured the 2nd position with his
work on “ Sound alike and Look alike medicines Complications
and Solutions”.
On this special occasion, we would like to express our sincere
thanks and gratitude to the Management of Al shifa hospital and
also to our college faculty, who have provided great support for
our endeavours throughout the work.
We are extremely delighted to be a part of this seminar as we have
been enlightened with the novel aspects of clinical pharmacists'
contribution in the field of pharmacy. We also take this
opportunity to thank the organizing committee and Grace college
of pharmacy for conducting this scientific conference.
Second M Pharm

Free medical camp organised by Alshifa Hopsital

Awareness exhibition and free medical camp organised by Alshifa hospital
on 12th October 2012- World Arthritis day - Photo gallery
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Mr Ajmal of Second year M.pharm
Pharmacy practice receiving First prize
for best poster presentation.
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DRUG UPDATE
NEW DRUG APPROVALS
DRUG SAFETY COMMUNICATION
Xyrem (sodium oxybate): Warning Against Use With Alcohol
or Drugs Causing Respiratory Depression
FDA reminded healthcare professionals and patients that the
combined use of Xyrem(sodium oxybate) with alcohol or central
nervous system (CNS) depressant drugs can markedly impair
consciousness and may lead to severe breathing problems
(respiratory depression). The use of alcohol with Xyrem is a new
contraindication added to the Xyrem label, which already
contraindicates its use with insomnia drugs. The use of Xyrem
with other CNS depressant drugs such as opioid analgesics,
benzodiazepines, sedating antidepressants or antipsychotics,
general anesthetics, and muscle relaxants should generally be
avoided.
The use of Xyrem along with these products or other CNS
depressants increases the risk of breathing problems that may
lead to loss of consciousness, coma, and death.
Updated CVD Risks with Varenicline
FDA issued new information this week warning physicians that
the smoking-cessation aid varenicline (Chantix, Pfizer) may
increase the risk of cardiovascular events in adults with
cardiovascular disease. In a new meta-analysis, a higher number
of major adverse cardiovascular events, a combined end point
that included cardiovascular mortality, nonfatal MI, and nonfatal
stroke, were observed among those treated with varenicline.
FDA: Don't Use Pradaxa Blood Thinner in Patients with
Artificial Heart Valves
The U.S FDA warns that the blood thinner Pradaxa should not be
used to prevent stroke or blood clots in patients with mechanical
heart valves.
As the agency noted, a clinical trial in Europe was halted recently
because patients taking Pradaxa (dabigatran) were more likely to

Current and Revised Heparin Labels
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A Complete
update on Drugs

for Doctors.

Concept :
Shamna M,
Sr. lecturer

suffer strokes, heart attacks and clots forming on their mechanical
heart valves than patients who were taking the older blood thinner
warfarin.
Important Change to Heparin Container Labels to Clearly
State the Total Drug Strength
The U.S. FDA is notifying health care professionals, caregivers,
and patients about a change to the container and carton labels for
heparin products, which are blood-thinning agents that prevent
the formation of blood clots.
This label change will require manufacturers of Heparin Lock
Flush Solution, USP and Heparin Sodium Injection, USP to
clearly state the strength of the entire container of the medication
followed by how much of the medication is in 1 milliliter (mL).
These modifications will eliminate the need for health care
professionals to calculate the total amount of heparin medication
in a product containing more than 1 mL, thereby reducing the risk
of miscalculations that may result in medication errors.
Health care professionals, caregivers, and patients should be
aware that that there will be a transition period before and after
the official implementation date on May 1, 2013, during which
both the current heparin container labels and the revised heparin
container labels will be available in the marketplace. To minimize
the potential for medication errors, users should consider
separating the supplies of “current” and “revised” labeled
heparin, and use all of the supplies of the “current” heparin before
using products with the “revised” container label.
Updated information on 32 mg intravenous ondansetron
(Zofran) dose and pre-mixed ondansetron products
The U.S. FDA is notifying health care professionals that the 32
mg, single intravenous dose of the anti-nausea drug Zofran
(ondansetron hydrochloride) will no longer be marketed because
of the potential for serious cardiac risks. This dose has been
removed from the Zofran drug label. FDA is now working with
the manufacturers of all 32 mg dose ondansetron injectable
products (brand and generic) to voluntarily recall them from the
market. These drugs are sold pre-mixed in solutions of either
dextrose or sodium chloride in plastic containers.
Incivek (telaprevir) In Combination with Drugs
Peginterferon Alfa and Ribavirin (Incivek combination
treatment): Serious Skin Reactions
FDA received reports of serious skin reactions, some fatal, in
patients taking the hepatitis C drug Incivek (telaprevir) in
combination with the drugs peginterferon alfa and ribavirin
(Incivek combination treatment). Some patients died when they
continued to receive Incivek combination treatment after
developing a worsening, or progressive rash and systemic
symptoms (symptoms affecting the entire body). FDA is adding
a boxed warning to the Incivek drug label stating that Incivek
combination treatment must be immediately stopped in patients
experiencing a rash with systemic symptoms or a progressive
severe rash.
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Eleven New Cancer Drugs
Axitinib (Inlyta, Pfizer) is used to treat patients with advanced
renal cell carcinoma who have not responded to other therapies.
Vismodegib (Erivedge, Genentech) is used to treat patients with
locally advanced basal cell cancer who are not candidates for
surgery or radiation and to treat patients whose cancer has
metastasized.
Pertuzumab (Perjeta, Roche) is used to treat patients who have
HER2-positive metastatic breast cancer and to treat patients
who have not received any previous HER2-trageted therapy or
chemotherapy in combination with trastuzumab (Herceptin) and
docetaxel.
Carfilzomib (Kyprolis, Onyx Pharmaceuticals) is used to treat
patients whose multiple myeloma has progressed despite at least
2 previous therapies, including bortezomib (Velcade, Millennium
Pharmaceuticals) and an immunomodulatory agent.
Ziv-aflibercept (Zaltrap) is used to treat patients with
metastatic colorectal cancer that is resistant to or has progressed
after an oxaliplatin-containing regimen, in combination with the
FOLFIRI regimen (5-fluorouracil, leucovorin, and irinotecan).
The drug was approved for colorectal cancer in the United States
in August. In November 2011, an ophthalmic solution (Eylea)
was approved for use in age-related macular degeneration.
Enzalutamide (Xtandi, Astellas/Medivation) is used to treat men
with metastatic castration-resistant prostate cancer who
previously received docetaxel.
Regorafenib (Stivarga, Bayer) is used to treat patients with
metastatic colorectal cancer that has progressed despite
standard treatment.
Bosutinib (Bosulif, Pfizer) is used to treat patients with chronic
myeloid leukemia who have developed resistance or tolerance to
previous therapy with tyrosine kinase inhibitors. It was approved
in the United States in September.
Omacetaxine mepesuccinate (Synribo, Teva Pharmaceuticals)
is used to treat patients with chronic myeloid leukemia who
have progressed after treatment with at least 2 tyrosine kinase
inhibitors.
Cabozantinib (Cometriq, Exelixis) is used to treat patients with
metastatic medullary thyroid cancer, which accounts for about
4% of all of thyroid cancers.
Ponatinib (lclusig, Ariad) is used to treat patients with chronic
myeloid leukemia or Philadelphia-chromosome-positive
acute lymphoblastic leukemia who are resistant to other
therapies, and in those who carry T315I mutations.
Three Other Approvals
The FDA approved another 3 agents for use in cancer patients this
year, either for supportive care or for imaging.
Glucarpidase (Voraxaze, BTG International) is used to treat
patients with high levels of methotrexate in their blood due to
renal impairment. It metabolizes methotrexate and leads to a
rapid and sustained reduction of methotrexate blood levels.
Tbo-filgrastim (Neutroval, Sicor Biotech), a colony-stimulating
factor, is used to increase the production of neutrophils in cancer
patients with nonmyeloid malignancies who are receiving
chemotherapy drugs that cause severe neutropenia.
Choline C 11 injection (manufactured and distributed by the
Mayo Clinic PET Radiochemistry Facility in Rochester,

Minnesota) is an imaging agent used in positron emission
tomography scanning to detect recurrent prostate cancer. These
scans are performed in men who have elevated prostate-specific
antigen levels after previous treatment for prostate cancer.

Targeted Agents
In its annual report, the American Society of Clinical Oncology
notes that nearly all of the new drugs are targeted agents,
designed to block the activity of specific proteins involved in
tumor growth. That report highlights the fact that vismodegib has
a novel mechanism of action, and is the first approved drug to
target the Hedgehog signaling pathway, which plays an important
role in tissue growth and repair. Vismodegib, currently marketed
for basal cell skin cancer, is also being investigated in clinical
trials of patients with colorectal, stomach, and pancreatic
cancers.

4-Strain Seasonal Influenza Vaccine
Dec 17,2012 -- The US FDA approved a new 4-strain influenza
vaccine for adults and children aged 3 years and older to help
prevent disease caused by the seasonal influenza virus subtypes A
and B contained in the vaccine. Fluarix Quadrivalent
(GlaxoSmithKline) is the first intramuscular vaccine to offer
protection against 4 influenza strains. Currently-administered
trivalent (3-strain) influenza vaccines help guard against the 2 A
virus strains most commonly occurring in humans and the B
strain expected to be predominant in a given year.

Signifor, a New Orphan Drug for Cushing's Disease
December 14, 2012 -- The U.S. Food and Drug Administration
approved Signifor (pasireotide diaspartate) injection for the
treatment of Cushing's disease patients who cannot be helped
through surgery.
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Raxibacumab to Treat Inhalational Anthrax

Telavancin for Nosocomial Pneumonia new indication

December 14, 2012 -- The U.S. FDA approved raxibacumab
injection to treat inhalational anthrax, a form of the infectious
disease caused by breathing in the spores of the bacterium
Bacillus anthracis. Raxibacumab also is approved to prevent
inhalational anthrax when alternative therapies are not available
or not appropriate. It is a monoclonal antibody that neutralizes
toxins produced by B. anthracis that can cause massive and
irreversible tissue injury and death.

Telavancin is an intravenous lipoglycopeptide drug that has
bactericidal activity against gram-positive bacteria.
Manufactured under the name Vibativ by Theravance Inc, it has
been licensed by the FDA since September 2009 for the treatment
of complicated skin and skin structure infections. In October of
that year, it was approved for the treatment of NP in the European
Union.

Iclusig
December 14, 2012 - The U.S. FDA approved Iclusig (ponatinib)
to treat adults with chronic myeloid leukemia (CML) and
Philadelphia chromosome positive acute lymphoblastic
leukemia (Ph+ ALL), two rare blood and bone marrow diseases.

Varizig
December 21, 2012 -- The U.S. FDA has approved Varizig for
reducing the severity of chicken pox (varicella zoster virus)
infections in high risk individuals when given within four days
after exposure. Varizig is a varicella zoster immune globulin
preparation. It is the only FDA approved immune globulin for
VZV after exposure available in the United States. It was
designated as an orphan drug by the FDA and received a priority
review.

Gattex to Treat Short Bowel Syndrome
December 21, 2012 -- The U.S. FDA approved Gattex
(teduglutide) to treat adults with short bowel syndrome (SBS)
who need additional nutrition from intravenous feeding
(parenteral nutrition). SBS is a condition that results from the
partial or complete surgical removal of the small and/or large
intestine.

Bivigam, an Intravenous Immune Globulin (Human), 10%
Liquid
Dec. 20, 2012 -- Biotest Pharmaceuticals Corporation received
approval for BIVIGAM™ for the treatment of patients with
Primary Humoral Immunodeficiency (PI) from the U.S. FDA.
BIVIGAM is the first polyspecific intravenous immune globulin
manufactured in the U.S. by Biotest Pharmaceuticals
Corporation.

Adasuve (loxapine) Inhalation Powder for the Acute
Treatment of Agitation Associated with Schizophrenia or
Bipolar I Disorder in Adults
Dec. 21, 2012 -- U.S.FDA approved Adasuve (loxapine)
Inhalation Powder 10 mg for the acute treatment of agitation
associated with schizophrenia or bipolar I disorder in adults.
Adasuve combines Alexza's proprietary Staccato® delivery
system with the antipsychotic drug, loxapine. The Staccato
system is a hand-held inhaler that delivers a drug aerosol to the
deep lung that results in rapid systemic delivery and absorption of
a drug.
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GENERAL INFORMATIONS
Most Coughs Don't Respond to Antibiotics, Study
Confirms
Dec. 18, 2012 -- Commonly prescribed antibiotics don't help cure
most coughs in adults, new research confirms. Patients with a
cough or bronchitis are often prescribed antibiotics, and previous
studies have had conflicting results about their effectiveness. For
this study, researchers randomly assigned more than 2,000 adults
complaining of a cough to take either the antibiotic amoxicillin
for a week or an inactive placebo. Overall, the antibiotic was no
more effective at relieving symptoms or their duration than the
placebo, the study found. The findings also held among people
who were older than 60.
The main message here is that antibiotics are usually not
necessary for respiratory infections, if pneumonia is not
suspected.

Treating Kidneys with Radio Waves may Ease Tough-toControl Hypertension
Dec. 17, 2012 -- For patients whose high blood pressure cannot be
controlled despite taking several medications, a short burst of
radio waves at the nerves around the kidneys may do the trick, a
small new study says. The treatment was effective for at least six
months. The findings could be a significant step in treating people
with resistant hypertension, which is a major risk factor for heart
attack and stroke, the researchers said.
The technique -- called catheter-based renal denervation -- is
minimally invasive. In it, doctors use a catheter inserted through
the artery in the groin, which sends radio waves burning away
nerve tissue around the arteries that feed the kidneys. The
procedure destroys nerves that help control and filter salt in the
body and may be overactive in patients with high blood pressure.
The U.S. FDA has not yet approved its use.

Vitamin D Levels Linked to Daytime Sleepiness
Dec. 14, 2012 -- A strong but complicated association exists
between vitamin D levels and daytime sleepiness, and race is a
major factor, according to a small new study. The study included
81 sleep clinic patients who were eventually diagnosed with a
sleep disorder. Most of the patients were found to have
obstructive sleep apnea. People with obstructive sleep apnea
experience repeated breathing interruptions while they sleep. The
patients' levels of daytime sleepiness were assessed and blood
samples were taken to measure their vitamin D levels. The
investigators found that among patients with normal vitamin D
levels, progressively higher levels of daytime sleepiness were
associated with progressively lower levels of vitamin D.

people with epilepsy.
Among patients with vitamin D deficiency, an association
between vitamin D levels and daytime sleepiness was seen only in
black patients. But in these patients, higher vitamin D levels were
associated with higher levels of daytime sleepiness.

Blood Cancer Patients May Benefit From New Transplant
Technique
Dec. 12, 2012 -- Researchers who have multiplied umbilical cordblood cells in the laboratory say their technique might improve
recovery for patients needing blood stem cell transplants to treat a
blood cancer.
Their approach, still in the experimental stage, involves
expanding normal blood cells from donated cord blood in
conditions similar to those in bone marrow. This greatly enlarges
the supply needed for transplant. And because umbilical cord
blood is more easily matched in patients than donor bone marrow,
the recovery period is safer and shorter.

Consider Weight When Choosing Blood Pressure Meds:
Study
Dec. 6, 2012 -- Taking a patient's weight into account when
choosing blood pressure medications might help prevent strokes,
heart attacks and death, a new study suggests.
Lean and obese people react differently to different blood
pressure medications. Obese people respond better to diuretics,
because their hypertension is often caused by a combination of
excess weight, too much fluid and too much salt. Thin
hypertensive patients, may have underlying circulatory problems
that are causing their high blood pressure and placing them at
increased risk for cardiovascular disease.

Sedatives May Raise Pneumonia Risk
Dec. 5, 2012 -- People taking the widely prescribed sedatives
known as benzodiazepines may be putting themselves at greater
risk for developing pneumonia, British researchers report.
Moreover, they may also face an increased risk of dying from the
disease. Benzodiazepines such as Halcyon, Librium, Valium and
Xanax are commonly prescribed for anxiety, epilepsy, muscle
spasm and insomnia.

Is a Breath Test for Colon Cancer Possible?
WEDNESDAY Dec. 5, 2012 -- If colon cancer screening was as
easy as taking a breath, more people might do it. Now, a small
pilot study suggests such a test could be developed.
The study of 78 people with and without colon cancer, found that
those with the disease tended to have a distinct pattern of
chemicals in their breath. And when researchers analyzed the
study participants' breathe samples, they correctly identified the
colon cancer patients 76 percent of the time.

Antidepressants May Lead to Fewer Seizures in People
with Epilepsy
Dec. 3, 2012 A new study suggests that besides helping to boost
mood, antidepressants may also reduce seizure frequency for

Common Diabetes Drug Shows Promise as Ovarian
Cancer Treatment
Dec. 3, 2012 -- Ovarian cancer patients who were taking
metformin at the time of their diagnosis survived longer than
patients who weren't on the drug, a new study by Mayo Clinic
researchers' shows. Metformin is typically prescribed to lower
blood sugar levels in people with type 2 diabetes but has shown
promise as a potential anticancer agent in recent prostate, colon,
pancreas, brain and breast cancer studies, as well as in lab
experiments with ovarian cancer cells.

L A B E L E X PA N S I O N
FDA Expands Zytiga's Use for Late-Stage Prostate Cancer
December 10, 2012 -- The U.S. FDA expanded the approved use
of Zytiga (abiraterone acetate) to treat men with late-stage
(metastatic) castration-resistant prostate cancer prior to receiving
chemotherapy. The FDA initially approved Zytiga in April 2011
for use in patients whose prostate cancer progressed after
treatment with docetaxel, a chemotherapy drug. Zytiga is a pill
that decreases the production of male sex hormone testosterone.
FDA Expands Tamiflu's Use to Treat Children Younger Than One
Year
December 21, 2012 -- The U.S. FDA expanded the approved use
of Tamiflu (oseltamivir) to treat children as young as 2 weeks old
who have shown symptoms of flu for no longer than two days.
The drug is not approved to prevent flu infection in this
population. In addition, the safety and efficacy of Tamiflu to treat
flu infection has not been established in children younger than 2
weeks old.
It was approved in 1999 to treat adults infected with flu who have
shown symptoms for no longer than two days. It has since been
approved to treat flu in children ages 1 year and older who have
shown symptoms of flu for no longer than two days, and to
prevent flu in adults and children ages 1 year and older.

DRUG RECALLS
Carboplatin Injection by Hospira: Recall - Visible
Particulate Matter Identified.
Protandim by LifeVantage Corporation: Recall - Possible
Metal Fragments in Product.
Qualitest Hydrocodone Bitartrate and Acetaminophen
Tablets 10 mg/500 mg: Recall - Potential for Oversized
Tablets.
FDA Pulls One Generic Form of Wellbutrin off the Market.
FDA study found that the extended release (XL) form of
bupropion -- Budeprion XL -- at the 300 milligram (mg) dose was
not bioequivalent to brand-name Wellbutrin XL at the same dose,
suggesting that it may not be as safe and effective.
Libigrow, Libigrow XXXtreme, Blue Diamond, Blue
Diamond Platinum, Mojo Nights, Mojo Nights Supreme, And
Casanova: Recall - Undeclared Ingredients Sulfoaildenafil
and Thioaildenafil.
Zicam Extreme Congestion Relief Nasal Gel: Recall Contamination with Burkholderia Cepacia.
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