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elcome to the 5th issue of Pharmascan. By this time, Pharmascan has completed its one year of publication. In the second year, Pharmascan promises a better insight into drugs



used in clinical practice as well as bring out newer and relevant research. It aims to update you about newer indications of an existing drug, newly detected adverse effects, warnings and also the newer promising molecules in medicine.



New drugs approved in India in 2013 ? Nicoumalone Tablets 0.5mg/5mg/6mg.



For prevention and treatment of thromboembolic diseases such as venous thrombosis, atrial fibrillation with embolization, pulmonary embolism and as an adjunct in the treatment of coronary occlusion. ? Ruxolitinib Tablet 5mg/15mg/20mg.



For the treatment of patients with myelofibrosis including primary myelofibrosis, postpolycythemia vera myelofibrosis or post-essential thrombocythemia myelofibrosis. ? Dabigatran Etexilate Mesilate equivalent to Dabigatran Etexilate - 75mg/110mg/150mg.



For the prevention of venous thromboembolic events in patients who have undergone orthopaedic surgery. ? Tadalafil Tablet- 2.5mg/5mg



For the treatment of erectile dysfunction and treatment of erectile dysfunction with benign prostatic hyperplasia. ? Palonosetron Melt in Mouth Tablets 0.5mg



For prevention of chemotherapy induced nausea and vomiting. ? Iobitridol Solution Injection Each 100mg solutions contain 65.81g Iobitridol



corresponding mass of Iodine 30gm. By intracavity route for Arthrography and Hysterosalpingography. ? Everolimus Tablets 2.5mg/5mg/10mg



For the treatment of tuberous sclerosis complex (TSC) who have renal angiomyolipoma not requiring immediate surgery and for the treatment of postmenopausal women with hormone receptor positive advanced breast cancer in combination with an aromatase inhibitor. ? Garenoxacin Mesylate Tablets 200mg



For the treatment of bacterial respiratory tract infection. Source:www.cdsco.nic.in



For your comments, questions & suggestions please mail us: [email protected] If you wish to opt for the online edition, kindly send your e-mail id or call us at ext.5910



14



Old Drugs -New Prospect Paroxetine: the first non-hormonal treatment for hot flashes associated with menopause The U.S. FDA has approved paroxetine mesylate (selective serotonin reuptake inhibitor), the first nonhormonal therapy to treat moderate to severe hot flashes (vasomotor symptoms) associated with menopause.



postmenopausal women with moderate to severe hot flashes. Paroxetine was given as 7.5 mg once daily orally at bedtime. The treatment period lasted 12 weeks in one study and 24 weeks in the other study.



Till recently only hormonal treatment was approved for hot flashes by the FDA. Two randomized, double-blind, placebo-controlled studies have proven the efficacy of Paroxetine in a total of 1,175



However, the tablet comes with a 'boxed warning' about suicidal tendency. The mechanism by which paroxetine, reduces hot flashes is unknown. Source: http://www.fda.gov/NewsEvents/Newsrom/ PressAnnouncements/ucm359030



FDA approves telavancin for hospitalized patients with bacterial pneumonia The U.S. FDA has approved the antibiotic telavancin to treat patients with hospital-acquired and ventilatorassociated bacterial pneumonia (HABP/VABP) caused by Staph. aureus. Telavancin should be used for the treatment of HABP/VABP only when alternative treatments are not suitable and only to treat Staph. aureus, not other bacteria that cause pneumonia.



assigned to receive telavancin or vancomycin, another antibiotic approved by the FDA. Mortality rates due to all-cause were comparable between the telavancin and vancomycin treatment arms, except for patients who had pre-existing kidney problems. Telavancin can also cause new or worsening of kidney problems in patients. This information has been added to telavancin's 'boxed warning'. Diarrhea was the most common side effect identified in the clinical trials.



Telavancin is a semi-synthetic derivative of vancomycin which was initially approved by the USFDA in 2009 for skin and skin structure infections. Safety and efficacy to treat HABP/VABP were evaluated in 1,532 patients enrolled in two clinical trials. Patients were randomly



Source: http://www.fda.gov/NewsEvents/Newsroom/ Press Announcements/ucm358209.htm



India develops first indigenous rotavirus vaccine India's first indigenous, low-priced rotavirus vaccine may soon be available in the market for just US$1 per dose.



presented at the International Symposium on Rotavirus Vaccines for India showed ROTAVAC® to have an excellent safety and efficacy profile.



The Government of India and Bharat Biotech have announced positive results from the randomized, double-blind, placebo-controlled, phase III clinical trial that enrolled 6,799 infants at three sites in India. ROTAVAC® was administered as an oral vaccine to infants in a three-dose course at the ages of 6, 10, and 14 weeks, along with routine immunizations of the Universal Immunization Programme vaccines recommended at these ages. Data from the trial



According to results from the clinical study, the vaccine significantly reduced severe rotavirus diarrhea by 56 percent during the first year of life, with protection continuing into the second year of life. Moreover, the vaccine also showed impact against severe diarrhea of any cause. Bharat Biotech previously announced a price of US$1 per dose of the vaccine. The company will soon file for registration of the vaccine with the Drugs Controller General of India (DCGI). Source: www.ascianscient.co
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Critical angle Drugs Control Administration plans SMS alert to recall banned drugs in India Drugs Control administration (DCA) has decided to speed up the recall process of banned drugs from the market. The recall from medical shops is taking several months even after a particular drug is banned or proved 'not of standard quality' (NSQ).



steps immediately to take details of distributors from the manufacturers and recall the banned drugs. The Central Drugs Standard Control Organization (CDSCO) had issued a notification suspending the manufacture, sale and distribution of 'Dextropropoxyphene' and formulations of the drug for human use on May 23,2013. Though the DCA officials seized the material to some extent, but could not completely withdraw the drug and its formulations from the market till date.



DCA authorities have decided to SMS details of drug's brand name, batch number, manufacturing and expiry date and manufacturer's name to all drug inspectors in the state, who in turn inform medical shops in their respective jurisdictions to immediately stop selling the drug to customers. The area drug officials would take



http://articles.timesofindia.indiatimes.com/2013-06-19/ hyderabad/40069489_1_drug-inspectors-medical-shops-dca-offihcials



Ban on analgin and anti-depressant Deanxit (a combination of Flupenthixol and Melitracen) — for human use The health ministry of India has imposed a ban on sale of once popular painkiller 'Analgin' and anti-depressant Deanxit (a combination of Flupenthixol and Melitracen) for human use. A Gazette notification was published on 18th June 20. The ban on Analgin in India



has come almost 36 years after the drug was banned in the US (which banned it in 1977) for the risk of causing leucopenia, a potentially fatal condition. Source: http://health.india.com/news/health-ministry-bans-populardiabetes-drug-pioglitazone-along-with-analgin-and-deanxit/



The Pioglitazone dilemma A ban was imposed on pioglitazone, the popular oral antidiabetic drug, on 18th June 2013 by the Government of India. Pioglitazone was pulled out of France in 2011 for an increased risk of bladder cancer though India continued to see its presence in the market till recent past as well as in most other major markets, including the US, the UK, Japan, and Canada.



evidence to show that the drug has caused any adverse drug reactions in India, despite being marketed in the country since 2001. After evaluating all such protests and consultation with the experts, the Ministry of Health and Family Welfare has revoked the ban by Gazette notification on 31st July 2013. The Central Government has now made it mandatory for manufactures to warn users by warning label or package insert about drug's potential risks like body fluid retention, urinary bladder cancer and heart failure and it should not be used as first line drug.



However, the domestic drug industry in India is protesting the move, saying this ban would force lakhs of patients to move to more expensive alternatives and insulin. It is claimed that there are over 30 lakh patients using this drug and there is no



Source: http://cdsco.nic.in/GRIjuly13.pdf



The Independent Ethics committees: restrictions The independent Ethics committees has been registered with a condition that these committees can review and approve only the study protocols and related documents of bioavailability and bioequivalence studies of approved molecules only. However, no new clinical trial protocol shall be reviewed and approved by such committees. Ref: DCGI letter, dated 30 July, 2013
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Old drugs - New Concern Issue of safety and ADR- Olmesartan Medoxomil The US FDA warns that Olmesartan Medoxomil (angiotensin II receptor blocker) can cause intestinal problems known as sprue-like enteropathy. Symptoms of sprue-like enteropathy include severe, chronic diarrhea with substantial weight loss. FDA has approved changes to the labels of these drugs to include this concern. Sprue-like enteropathy has not been detected with ARB drugs other than olmesartan. FDA will continue to evaluate the safety of olmesartan-containing products and will communicate again if additional information becomes available..



RECOMMENDATION: Health care professionals should tell patients to contact them if they develop severe, chronic diarrhea with substantial weight loss while taking an olmesartan-containing product, even if it takes months to years for symptoms to develop. Healthcare professionals and patients are encouraged to report adverse events or side effects related to the use of these products. Source:www.fda.gov/MedWatch/report.htm



PPIs increase cardiovascular risks? Recent researchers found that Proton pump inhibitors, in human tissue and mouse models, leads to constriction of blood vessels. PPIs interfere with the ability of blood vessels to relax. PPIs have this adverse effect by reducing the ability of human blood vessels to generate nitric oxide. Nitric oxide generated by the lining of the vessel is known to relax and to protect, arteries and veins. The researchers found PPIs led to an approximately 25 percent increase in ADMA (asymmetric dimethylarginine) in mouse and tissue cultures, and reduced the ability of mouse blood vessels to relax by over 30 percent on average. Recent



studies of proton pump inhibitors in people who have already experienced severe cardiovascular events have raised concern about the long-term use of anti-reflux and anti-acidity drugs. PPIs could lead to a variety of cardiovascular problems over time, including hypertension and a weakened heart. PPIs may increase the risk of a second heart attack in people that have been hospitalized with an acute coronary syndrome. Source:http://www.dnaindia.com/health/1860930/report-commonacid-reflux-drug-could-cause-heart-disease



Amiodarone - increased risk of cancer in men with prolonged exposure to the drug Amiodarone-cancer link observed in the study is not entirely new but deserves some attention and yet should be "taken with a grain of salt. Researchers in Taiwan report that, compared with the general population, patients who received amiodarone in their analysis based on a >6000-person communitybased cohort showed a borderline significant 12% increase in overall risk of cancer (p=0.067) and was significantly increased in men, by 18% (p=0.022), but not in women. Risk was calculated as standard Pharmascan



incidence ratios (SIRs) and appeared to be dose dependent. The Food and Drug Administration (FDA) has reported the development of lung masses, thyroid cancer, and skin cancer following treatment with amiodarone in postmarketing surveillance. It's so widely used because it's probably our most effective antiarrhythmic medication for so many rhythm disorders, especially atrial fibrillation. Source: An observational study published online April 8, 2013 in Cancer 17
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HvPI: Hemovigilance Program of India Hemovigilance is a system of addressing the issues related to adverse reactions following transfusion of blood and blood products. France was the first country to implement hemovigilance in 1993. Though the system is in full swing in the developed countries of the Western world, the Asian counterpart is yet to develop a sound hemovigilance system (except Japan). To address the issue a centralized Hemovigilance Program (HvPI) was introduced in India on 10th December 2012 with a road map of 5 year 2012-2017. This program is an integral part of Pharmacovigilance Program of India (PvPI) to assure patient safety and to promote public health. HvPI is now functional in 90 medical colleges of the country in the first phase, which includes structured program for monitoring adverse reactions associated



with blood transfusion and blood product administration. Christian Medical College and Hospital, Ludhiana is already a part of this program. Here, all the transfusion related problems are supposed to be reported. National Institute of Biologicals (NIB), Noida is the coordinating centre for hemovigilance. Dr. Surinder Singh, Deputy Director (QC) and Director of the NIB and EX- Drug Controller General of India guides this program. All the medical colleges in India will be enrolled in this program by year 2016, with NIB as a national 'Centre of Excellence' for hemovigilance which will act as a global knowledge platform. The form is available on website at http://nib.gov.in/Haemovigilance/ TRRF_Form.pdf



Objectives of HvPI: Monitor transfusion reactions Create awareness amongst health care professionals Generate evidence based recommendation Advice CDSCO for safety related regulatory decision Communicate finding to all key stakeholder Create national and international linkage



Pharmacovigilance program is gaining momentum… The progress report of ADR monitoring centres under Pharmacovigilance Program of India has been prepared based on entry of ADR's in vigiflow (the ADR uploading software). The total number of ADRs received from different AMCs at National Coordination Centre, Ghaziabad was 2,134 in the month of June 2013. Our Institute is presently on 35th position in ADR reporting out of 90 AMC's where the vigiflow is functional . Issued by: National Coordinating Centre, Ministry of Health and Family Welfare, Govt. of India



Report ADR to extension no. 5910, a technical associate/resident will visit you to help in reporting. ADR forms have been circulated to all depts and are available on our website under cmcludhiana.in as well as on http://cdsco.nic.in/pharmacovigilance.htm The classical example of revoke of ban of nimesulide, phenypropanolamineand now pioglitazone highlights the urgent national need to create ADR database of Indian population. Hence, as per recent meeting of PvPI, Physicians, nurses and pharmacists are requested to report all ADRs.
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Pharmascan is the quarterly bulletin of drug update. In the daily busy schedule many drug related issues are often overlooked. Large number of new drugs are flooding the market. Some are enveloped in controversies while others are banned. With your support and encouragement we intend to highlight these issues and bring them to your notice.
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