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FDA approves first emergency treatment for overdose of certain types 
of chemotherapy 
The U.S. Food and Drug Administration today approved Vistogard (uridine 
triacetate) for the emergency treatment of adults and children who receive 
an overdose of the cancer treatment fluorouracil or capecitabine, or who 
develop certain severe or life-threatening toxicities within four days of 
receiving these cancer treatments. 
Vistogard, taken orally, blocks cell damage and cell death caused by 
fluorouracil chemotherapy. Patients should take Vistogard as soon as 
possible after the overdose (whether or not they have symptoms) or early-
onset (within four days) of severe or life-threatening toxicity. The patient’s 
health care provider will determine when he or she should return to the 
prescribed chemotherapy after treatment with Vistogard. 
Vistogard is not recommended for treating non-emergency adverse 
reactions associated with flourouracil or capecitabine because Vistogard 
may lessen the efficacy of these drugs. The safety and efficacy of Vistogard 
initiated more than 96 hours following the end of treatment with 
flourouracil or capecitabine have not been established. 
The most common side effects of treatment with Vistogard were diarrhea, 
vomiting and nausea. 
The FDA granted Vistogard orphan drug designation, which provides 
financial incentives, like clinical trial tax credits, user fee waivers, and 
eligibility for market exclusivity to promote rare disease drug development. 
Vistogard was also granted priority review and fast track designations, 
which are distinct programs intended to facilitate and expedite the 
development and review of certain new drugs in light of their potential to 
benefit patients with serious or life-threatening conditions. 
Vistogard is marketed by Wellstat Therapeutics Corporation based in 
Gaithersburg, Maryland. 
 
Submitedby.Preethi.A,Asst.Prof,Department of Pharm D 



 

 

FDA approves wearable defibrillator for children at risk for sudden cardiac 

arrest 

The U.S. Food and Drug Administration today approved a new indication for the LifeVest wearable 

cardioverter defibrillator. The LifeVest is approved for certain children who are at risk for sudden 

cardiac arrest, but are not candidates for an implantable defibrillator due to certain medical 

conditions or lack of parental consent. 

While many automated external defibrillators (which require a second person to operate them) have 

been cleared for use in children, LifeVest is the only one worn by the patient and monitors the heart 

continuously for abnormal, life-threatening heart rhythms (arrhythmias). LifeVest responds 

automatically if it senses the need to deliver a shock, restoring a life-sustaining heartbeat. 

“The pediatric medical community is often forced to use adult devices off-label without appropriate 

labeling or instructions for use in pediatric patients,” said VasumPeiris, M.D., M.P.H., Chief Medical 

Officer of Pediatrics and Special Populations in the FDA’s Center for Devices and Radiological 

Health. “Doctors now have important information that may help them safely prescribe this life-

saving device to young patients who may benefit from the device.” 

A life-threatening abnormal heart rhythm, referred to as ventricular fibrillation (V-fib) or ventricular 

tachycardia (V-tach), is the most common cause of sudden cardiac arrest, according to the National 

Heart, Lung and Blood Institute. Certain diseases and conditions that can lead to sudden cardiac 

arrest include heart disease, certain inherited disorders and structural changes in the heart (such as 

those due to infection or congenital heart disease). Most people who have sudden cardiac arrest will 

die from it, often within minutes. Rapid treatment with a defibrillator can save lives.  

Weighing less than two pounds, the device consists of two main components: an electrode belt and 

garment that surround the patient’s chest, and a monitor that the patient wears around his or her 

waist. This device is intended only for children that weigh at least 41 pounds and have a chest size of 

26 inches or more, about the size of an average 8 year old. 

Today’s pediatric approval was based on published studies and a company registery containing 

clinical information from 248 patients, ages 3 to 17, at risk for sudden cardiac arrest. No additional 

safety concerns were identified, and four patients who experienced sudden cardiac arrest received a 

shock that successfully restored a life-sustaining heartbeat. 

The LifeVest defibrillator is manufactured by the ZOLL Manufacturing Corporation based in 

Pittsburgh, Pennsylvania.  



The FDA, an agency within the U.S. Department of Health and Human Services, protects the public 

health by assuring the safety, effectiveness, and security of human and veterinary drugs, vaccines and 

other biological products for human use, and medical devices. The agency also is responsible for the 

safety and security of our nation’s food supply, cosmetics, dietary supplements, products that give 

off electronic radiation, and for regulating tobacco products. 

Submitted By: Ms. I. NeelamI, Asst. Prof.  

FDA and CDC Update on Fluzone Influenza Vaccine and VAERS Reports of 

Febrile Seizures in Children 
FDA and CDC have recently detected an increase in the number of reports to VAERS of febrile 

seizures following vaccination with Fluzone (trivalent inactivated influenza vaccine or TIV, 

manufactured by Sanofi Pasteur, Inc.). Fluzone is the only influenza vaccine recommended for use 

for the 2010-2011 flu season in infants and children 6-23 months of age. These reported febrile 

seizures have primarily been seen in children younger than 2 years of age. Data from VAERS are 

preliminary and serve as a sign or indication that further investigation is warranted. Further 

investigations are under way to assess whether there could be an association between influenza 

vaccination and febrile seizures, or if other factors could be involved. FDA and CDC have seen no 

increase in VAERS reports of febrile seizures in people older than 2 years of age following 

vaccination with TIV, and no increase after live attenuated influenza vaccine (FluMist, the nasal 

spray vaccine). In the cases reported, all children recovered and no lasting effects have been 

seen. Recommendations for the use of flu vaccine in children have not changed. 

Submitted ByK. Chandana, Asst.Prof,Department of Pharmacology  

 

FDA modifies monitoring for neutropenia associated with schizophrenia medicine  clozapine; 

approves new shared REMS program for all clozapine medicines 

The U.S. Food and Drug Administration (FDA) is making changes to the requirements for 

monitoring, prescribing, dispensing, and receiving the schizophrenia medicine clozapine, to address 

continuing safety concerns and current knowledge about a serious blood condition called severe 

neutropenia. Severe neutropenia is a dangerously low number of neutrophils, white blood cells that 

help fight infections. Severe neutropenia can be life-threatening. 

Treatment with clozapine may improve the symptoms of schizophrenia in patients who do not 

respond adequately to standard antipsychotic treatments. Symptoms of schizophrenia include hearing 

voices, seeing things that are not there, and being suspicious or withdrawn. Clozapine is also 

effective in reducing the risk of repeated suicidal behavior in patients with schizophrenia or 

schizoaffective disorder.  There are two parts to the changes in the requirements for treating patients 



with clozapine. First, we have clarified and enhanced the prescribing information for clozapine that 

explains how to monitor patients for neutropenia and manage clozapine treatment. The revised 

prescribing information and the Clozapine REMS Program will improve monitoring and 

management of patients with severe neutropenia. The shared REMS is also expected to reduce the 

burden and possible confusion related to having separate registries for individual clozapine 

medicines. The requirements to monitor, prescribe, dispense, and receive all clozapine medicines are 

now incorporated into the Clozapine REMS Program. 

The monitoring recommendations for neutropenia caused by clozapine treatment have changed. 

Clozapine can decrease the number of neutrophils in the blood, in some cases causing severe 

neutropenia. Neutropenia will be monitored by the absolute neutrophil count (ANC) only, rather than 

in conjunction with the white blood cell count. Moreover, in the Clozapine REMS Program, the 

requirements for ANC are being modified so that patients will be able to continue on clozapine 

treatment with a lower ANC, a change that will allow continued treatment for a greater number of 

patients. In addition, patients with benign ethnic neutropenia (BEN), who previously were not 

eligible for clozapine treatment, will now be able to receive the medicine. The revised prescribing 

information facilitates prescribers’ ability to make individualized treatment decisions if they 

determine that the risk of psychiatric illness is greater than the risk of recurrent severe neutropenia, 

especially in patients for whom clozapine may be the antipsychotic of last resort. 

Submitted By: Dr. Ramya Naidu, Asst. Prof. 

FDA Newly Approved Drugs: July- December 2015 

Cardiology/Vascular Diseases 
Sacubitril and valsartan:  chronic heart failure, Approved July 2015 

Sebelipasealfa: Lysosomal Acid Lipase (LAL) deficiency, Approved December 2015 

Alirocumab :   heterozygous familial hypercholesterolemia or atherosclerotic cardiovascular disease, 
Approved July 2015 

Evolocumab:  high cholesterol, Approved August 2015 

Selexipag:  pulmonary arterial hypertension, Approved December 2015 

Endocrinology 
Flibanserin:  premenopausal women with generalized hypoactive sexual desire disorder, Approved 
August 2015 

Empagliflozin and metformin hydrochloride:   type II diabetes, Approved August 2015 

Insulin degludec injection: glycemic control in adults with diabetes mellitus, Approved September 
2015 

http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100083/entresto-sacubitril-and-valsartan
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100122/kanuma-sebelipase-alfa
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100089/praluent-alirocumab
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100092/repatha-evolocumab-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100126/uptravi-selexipag
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100090/addyi-flibanserin
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100091/synjardy-empagliflozin-and-metformin-hydrochloride-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100097/tresiba-insulin-degludec-injection


 

Genetic Disease 
Kanuma (sebelipasealfa); Alexion; For the treatment of Lysosomal Acid Lipase (LAL) deficiency, 
Approved December 2015 

Strensiq (asfotasealfa); Alexion; For the treatment of hypophosphatasia, Approved October 2015 

Xuriden (uridine triacetate); Wellstat Therapeutics; For the treatment of hereditary oroticaciduria, 
Approved September 2015 

Hepatology (Liver, Pancreatic, Gall Bladder) 
Daklinza (daclatasvir) ; Bristol-Myers Squibb; For the treatment of chronic HCV genotype 3, 
Approved July 2015 

Technivie, (ombitasvir, paritaprevir and ritonavir); Abbvie; For the treatment of chronic HCV 
genotype 4, Approved July 2015 

Immunology 
Envarsus XR (tacrolimus extended-release); Veloxis; For the prophylaxis of organ rejection in 
kidney transplant patients , Approved July 2015 

Genvoya (elvitegravir, cobicistat, emtricitabine, and tenofoviralafenamide); Gilead Sciences; 
For the treatment of HIV-1 infection, Approved November 2015 

Infections and Infectious Diseases 
Daklinza (daclatasvir) ; Bristol-Myers Squibb; For the treatment of chronic HCV genotype 3, 
Approved July 2015 

Fluad (trivalent influenza vaccine); Seqirus; For the prevention of influenza A and B, Approved 
November 2015 

Genvoya (elvitegravir, cobicistat, emtricitabine, and tenofoviralafenamide); Gilead Sciences; 
For the treatment of HIV-1 infection, Approved November 2015 

Technivie, (ombitasvir, paritaprevir and ritonavir); Abbvie; For the treatment of chronic HCV 
genotype 4, Approved July 2015 

Neurology 
Aristada (aripiprazolelauroxil) extended-release injectable; Alkermes; For the treatment of 
schizophrenia, Approved October 2015 

Belbuca (buprenorphine) ; Endo Pharmaceuticals; For the management of severe pain, Approved 
October 2015 

Vivlodex (meloxicam) ; Iroko Pharmaceuticals; For the management of osteoarthritis pain, 
Approved October 2015 

Obstetrics/Gynecology (Women’s Health) 
Addyi (flibanserin); Sprout Pharmaceuticals; For the treatment of premenopausal women with 
generalized hypoactive sexual desire disorder, Approved August 2015 

 

http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100122/kanuma-sebelipase-alfa
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100105/strensiq-asfotase-alfa
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100095/xuriden-uridine-triacetate
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100086/daklinza-daclatasvir-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100087/technivie-ombitasvir-paritaprevir-and-ritonavir
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100085/envarsus-xr-tacrolimus-extended-release
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100111/genvoya-elvitegravir-cobicistat-emtricitabine-and-tenofovir-alafenamide
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100086/daklinza-daclatasvir-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100117/fluad-trivalent-influenza-vaccine
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100111/genvoya-elvitegravir-cobicistat-emtricitabine-and-tenofovir-alafenamide
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100087/technivie-ombitasvir-paritaprevir-and-ritonavir
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100099/aristada-aripiprazole-lauroxil-extended-release-injectable
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100106/belbuca-buprenorphine-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100109/vivlodex-meloxicam-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100090/addyi-flibanserin


 

Oncology 
Alecensa (alectinib); Roche; For the treatment of ALK-positive, metastatic non-small cell lung 
cancer , Approved December 2015 

Cotellic (cobimetinib) ; Genentech; For the treatment of BRAF V600E or V600K melanoma, 
Approved November 2015 

Darzalex (daratumumab); Janssen Biotech; For the treatment of multiple myeloma, Approved 
November 2015 

Empliciti (elotuzumab); Bristol-Myers Squibb; For the treatment of patients with multiple myeloma 
who have received prior therapies, Approved November 2015 

Imlygic (talimogenelaherparepvec) ; Amgen; For the treatment of unresectable recurrent 
melanoma, Approved October 2015 

Lonsurf (trifluridine and tipiracil); Taiho Oncology; For the treatment of metastatic colorectal 
cancer , Approved September 2015 

Ninlaro (ixazomib); Millennium Pharmaceuticals; For the treatment of multiple myeloma, 
Approved November 2015 

Odomzo (sonidegib); Novartis; For the treatment of locally advanced basal cell carcinoma, July 
2015 

Onivyde (irinotecan liposome injection); Merrimack; For the treatment of metastatic pancreatic 
cancer following gemcitabine-based therapy, Approved October 2015 

Portrazza (necitumumab) ; Eli Lilly; For the treatment of metastatic squamous non-small cell lung 
cancer, Approved November 2015 

Tagrisso (osimertinib); AstraZeneca; For the treatment of EGFR T790M mutation positive non-
small cell lung cancer , Approved November 2015 

Varubi (rolapitant); Tesaro; For the prevention of delayed nausea and vomiting associated with 
chemotherapy, Approved September 2015 

Yondelis (trabectedin); Janssen; For the treatment of liposarcoma or leiomyosarcoma, Approved 
October 2015 

Orthopedics/Orthopedic Surgery 

Strensiq (asfotasealfa); Alexion; For the treatment of hypophosphatasia, Approved October 2015 

Pediatrics/Neonatology 
Kanuma (sebelipasealfa); Alexion; For the treatment of Lysosomal Acid Lipase (LAL) deficiency, 
Approved December 2015 

Orkambi (lumacaftor and ivacaftor); Vertex Pharmaceuticals; For the treatment of cystic fibrosis, 
Approved July 2015 

Otiprio (ciprofloxacin otic suspension); Otonomy; For the treatment of pediatrics with bilateral 
otitis media with effusion undergoing tympanostomy tube placement, Approved December 2015 

Strensiq (asfotasealfa); Alexion; For the treatment of hypophosphatasia, Approved October 2015 

 

http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100124/alecensa-alectinib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100112/cotellic-cobimetinib-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100115/darzalex-daratumumab
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100119/empliciti-elotuzumab
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100101/imlygic-talimogene-laherparepvec-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100096/lonsurf-trifluridine-and-tipiracil
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100116/ninlaro-ixazomib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100088/odomzo-sonidegib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100104/onivyde-irinotecan-liposome-injection
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100118/portrazza-necitumumab-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100113/tagrisso-osimertinib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100093/varubi-rolapitant
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100107/yondelis-trabectedin
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100105/strensiq-asfotase-alfa
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100122/kanuma-sebelipase-alfa
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100082/orkambi-lumacaftor-and-ivacaftor
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100123/otiprio-ciprofloxacin-otic-suspension
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100105/strensiq-asfotase-alfa


 

Psychiatry/Psychology 
Aristada (aripiprazolelauroxil) extended-release injectable; Alkermes; For the treatment of 
schizophrenia, Approved October 2015 

Rexulti (brexpiprazole); Otsuka; For the treatment of depression and schizophrenia, Approved July 
2015 

Vraylar (cariprazine); Allergan; For the treatment of schizophrenia and bipolar disorder, Approved 
September 2015 

Pulmonary/Respiratory Diseases 
Alecensa (alectinib); Roche; For the treatment of ALK-positive, metastatic non-small cell lung 
cancer , Approved December 2015 

Nucala (mepolizumab); GlaxoSmithKline; For the treatment of severe asthma with an eosinophilic 
phenotype, Approved November 2015 

Orkambi (lumacaftor and ivacaftor); Vertex Pharmaceuticals; For the treatment of cystic fibrosis, 
Approved July 2015 

Portrazza (necitumumab) ; Eli Lilly; For the treatment of metastatic squamous non-small cell lung 
cancer, Approved November 2015 

Tagrisso (osimertinib); AstraZeneca; For the treatment of EGFR T790M mutation positive non-
small cell lung cancer , Approved November 2015 

UtibronNeohaler (indacaterol and glycopyrrolate); Novartis; For the long term, maintenance 
treatment of airflow obstruction in patients with COPD, Approved October 2015 

Submitted By: Mr. Sushanta Kumar Das, Assoc. Prof.

http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100099/aristada-aripiprazole-lauroxil-extended-release-injectable
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100084/rexulti-brexpiprazole
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100094/vraylar-cariprazine
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100124/alecensa-alectinib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100110/nucala-mepolizumab
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100082/orkambi-lumacaftor-and-ivacaftor
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100118/portrazza-necitumumab-
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100113/tagrisso-osimertinib
http://www.centerwatch.com/drug-information/fda-approved-drugs/drug/100108/utibron-neohaler-indacaterol-and-glycopyrrolate


 

Various academic and co-curricular activities during the month of January to 

June 2015: 

 

CMR College of Pharmacy conducted a guest Lecture on ‘Empower Indian 

Pharmacist’ was delivered by Mr. Prasad R. Thirunagaru. Ex-Lt Col, US 

Army, California, USA. On 24/07/2015 

 
CMR College of Pharmacy organized a blood donation camp on the 

occasion world Pharmacist Day (25th Sept) and Blood Donation Day (1st 

October). Program was organized in collaboration with Department of 

Transfusion Medicine, Gandhi Hospital. Dr.Pragati, MD, Senior Resident of 

Transfusion Medicine was present in the program. Secretary & 

Correspondent of CMRGI inaugurate the program. A total of 102 candidate 

donated blood includes faculty and students. 
 

 

CMR College of Pharmacy conducted A Guest Lecture on ‘Prospect of 

Indian students in USA’ delivered by Prof. Sheldon. Professor, Merimack 

College, USA on 11/11/2015 
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