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Safety Monitoring During Clinical Trial

Manoj Sharma
Global Pharmacovigilance Division, Panacea Biotec Limited, New Delhi
During drug development phase (clinical trials) monitorin
to the marketing authorization of a drug, rigorous safety monitoring is required. Safety monitoring in clinical
trials can be defined as a planned, ongoing process of reviewing data collected in a clinical tnal with the

p(l:;l;ar)' ;lwurlplulsc of protecting the safety of trial participants, the credibility of the trial, and the validity of
trial results . <

£ of patient safety is a critical component as prior

Chinical trial applicants (Sponsors) need to work proactively and collaboratively with all stakeholders

(m(;cs;lg'fnor. clinical rcscarc:h staff at the investigator site, IRB/EC , health authorities) to ensure a systematic
and efficient approach to satety monitoring so as to adequately characterize the safety profile of the product
in order to obtain regulatory approval and marketing authorization.

Safety momto_nng may be conducted in a variety of ways, including the pharmaceutical company sponsoring
Fh‘? study.. the investigators who are trained to collect and report adverse event data and to provide follow-up
information on request, Ethics Committees (ECs), known as Institutional Review Boards (IRBs) and. for
some studies, Data Monitoring Committees (DMCs) [2].

ECs/IRBs are responsible for approving an interventional clinical study based on an evaluation of, among
other things, whether the study’s design and conduct minimize the risks to subjects and whether the
anticipated benefits reasonably outweigh the potential risks. An EC/IRB evaluation typically entails review
of the study protocol and associated procedures, relevant background information, informed consent
documentation, and proposed plans for informing participants about the benefits and risks of the study. An
EC/IRB may request information about the approach to study monitoring, including the statistical basis for
carly termination, if relevant, and what steps the sponsor is taking to minimize the risks to patients while
assuring data quality.

Patient safety is monitored during all clinical studies, but not all studies require monitoring by a formal
external committee like DMCs (also known as Data and Safety Monitoring Boards [DSMBs]). DMcs or
DSMBs are generally established for large, randomized multisite studies that evaluate treatments intended to
prolong life or reduce risk of a major adverse health outcome such as a c‘ardiov‘ascular event or recurrence of
cancer. DMCs are generally recommended for any controlled study of any size that will compare rates of
mortality or major morbidity and in other circumstances where safety concerns may be unusually high.

Reference: L _ ‘ s
1. Bin Yao *, Li Zhu, Qi Jiang and H. Amy Xia. Safety Monitoring in Clinical Trials. Pharmaceutics 2013,

5, 94-106. ‘ . ' o
2. Crowe. B.J.: Xia, H.A.; Berlin, J.A.; Watson, D.J.; Shi, H.; Lin, S.L.; Kuebler, J.; §chnur. R
| Santan;llo N.C.: Rochester, G.; et al. Recommendations for safety planqmg. da}a cullecu.on. evaluation
and reportfng du;ing drug, biologic and vaccine development: A report of the safety planning, evaluation
and reporting team. Clin. Trials 2009, 6, 430-440. ' . o -
3. Councri)lo forg International Organizations of Medical Sciences (C IOM-S)‘ ro(;kl::]go qGroup
- Management of safety information from clinical trials. CIOMS: Geneva, Switzerland, 2005.



Types of ADR and Methods of ADR Monitoring

Prof. (Dr.) K. C. Singhal
. M.D., Ph.D. (Medicine), D.Sc. F.LAN, FLP.S,FLAMS.
Former Consultant WHO Center for International Drug Monitoring, Uppsala, Sweden

I'he provision of rapid, carly alerts to Adverse Drug Reactions is the primary goal of any pharmacovigilance
pr”g“""mc. for which a basic understanding is essential. Adverse Drug Reaction can be classified
accordingly to severity viz mild, moderate and severe. This categorization may be for layman but the
prevalent pharmacological classification is more scientific: Type A (Augmented) Reaction, Type B (Bizarre)
Reaction, Type C (Continuous) Reaction, Type D (Delayed) Reaction, and Type E (End of use) Reaction.

Nearly 75% reactions (Type A) can be explained on the basis of the knowledge of Pharmacological actions.
These are dose dependent and can be reproduced in animal experimentation. The other type (B) which
constitute about 25% are antigen-antibody reactions or hyper sensitivity reactions. These are unrelated to
dose and are unrelated to pharmacological actions of the drug. Other reactions including type C,DandE are

usually drug specific.

Several methods have been employed for monitoring ADRs. Most convenient and prevallenF is spontaneous
monitoring. The others include Targeted reporting (specific drug), Cohort Event Monitoring (monitoring
new chemical entity) Electronic Health Record Mining (supplementary source of date). Intensified ADR
reporting (Additional efforts to monitor a specific drug). Besides these commonly used, several n(::]l:’;'

methods are used for specific purposes. The statistical considerations need to be addressed while pla

any epidemiological study.
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Challenges of Pharmacovigilance Programme

Dr. Barna Ganguly
Professor & Head, Department of Pharmacology
Pramukhswami Medical College, Karamsad-388325, Gujarat
Email: barnaganguly@rediffmail.com, barnag(w charutarhealth.org

Origin of pharmacovigilance in India goes back to 1986, when a formal adverse drug reaction (ADR)
monitoring system consisted of 12 regional centers, each covering a population of 50 million. India is a hub
for climical trials flooded with more than 6,000 licensed drug manufacturers and 60.000 branded
formulations. Pharmacovigilance is an important part of clinical research and practice, yet there is an
immense need to understand the importance of pharmacovigilance.

The Pharmacovigilance Programme of India was launched with an objective to safe guard the health of
people of India. While major advancements in this discipline have taken place in West, implementation and
comphance still remain as challenge in India. So, it is important to address various challenges of
pharmacovigilance. In India, the events are not properly reported due to lack of time. low motivation.
ignorance. Lack of continuing medical education on pharmacovigilance and dearth of drug information
particularly at the level of primary health centres and private practitioners lead to underreporting of ADR.
The practice of self-medication, use of traditional medicines pose other challenges as adverse events in such
cases often go unreported. In addition, there are lacunae like lack of communication among healthcare

professionals, shortage of trained personnel and inadequate training on pharmacovi gilance at undergraduate
level.

These challenges can be addressed and the mission to safeguard the health is achievable by incorporating
changes like making pharmacovigilance reporting mandatory at all levels, introducing pharmacovigilance
inspections. Intensive training should be given in all aspects of pharmacovigilance to various stake holders
including the patients, efficient system of communication, creating a clinical trial database for SAEs and
ADRs for signal detection and access to relevant data for various stakeholders. Thus it can help in proper
implementation and compliance of the programme.
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Guidelines for Publication of Adverse Drug Reaction Reports
Dr S. K. Tripathi (MD, DM)
Professor of Clinical Pharmacology
Calcutta School of Tropical Medicine, Kolkata

I)ucul)rs. nurses and pharmacists are primarily concerned with provision of health care to the needy. Drugs
remain the most useful tool in health care delivery - they do heal and help but can hurt and harm, too. Adverse
drug reactions (ADRs) are almost inevitable.

The ability to recognise, redress and report ADRs is an indispensable component of health care. ADR cases
typically originate with health care providers (HCPs) who, while caring for patients, suspect a potentially
causal relation between a medication, prescribed or self-used, and an adverse event (AE). Besides reporting

an AE case as requested or required by the relevant health authorities, the HCPs may also elect to submit the
observation to a biomedical journal for publication.

Why Publish of AE Case Reports?: Publication of ADR case reports in professional journals would help
potential researchers in generating hypotheses on possible product-event association that can be formally
tested in observational or interventional studies. Such publications also enable decision-makers — clinical,
regulatory or insurance, to better understand a product’s potential for benefits and risks. Published ADR case
reports may provide important clue to the ongoing postmarketing surveillance of a given medicinal product
as they lend credence to important signals raised in these AE reports. Published case reports can have a
significant clinical impact, especially for rare events that might not be detected in clinical trials. They serve
to increase awareness of the possible association between the exposure and the AE and thus stimulate further
reports. A case series, on the other hand - might provide a stronger signal than a single case; represents
systematic confounding by biases; only builds the foundation for explanatory hypotheses, but cannot provide
information on the quantitative population risk; represents an unknown numerator due to underreporting, and
the unknown denominator (total no. of exposed patients) and cannot provide balanced information on the
risk factors for such an event.

Quality of Published ADR Case Reports: The completeness of published AE case reports vary
considerably, with lack of relevant info about the patient, the event, all potentially relevant exposures, the
clinical decision making processes, and most importantly, the possible alternative aetiologies. This makes 1t
difficult, if not impossible to arrive at a definitive diagnosis for the event. Deficiencies in vital information
such as differential diagnoses, provisional assessment of causality, pharmacological or biological plausibility
- can limit the value of published reports.

Publication of ADR Reports — Guidance: Journals vary widely in AE report publication policy. The ISPE
and ISoP jointly made recommendations for AE report publication — they’re relevant to authors for writing
AE reports for publication; editors of journals while allowing publication and universities, institutions to
incorporate them into the professional (medical, nursing, pharmacy) course curricula.

The ISPE-ISoP Joint Recommendations on reporting ADR cases include the following:

e Event details — onset and duration, severity, causal relation with drug exposure, treatment given and
response, outcome

e Patient details — medical history, physical exam and lab test findings, co-morbidities
Drug (exposure) details — suspect drug, indication of (suspect) drug use, drug-event interface highlighting
temporality, dechallenge-rechallenge impact, concomitant meds

e Title consistent with the content
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Drug Safety in the 21" Century - Let Us Not Repeat Past Mistakes.

Dr. Noel E Cranswick (MBBS, B Med Sc, LLB, FRACP)
Roval Chil . _ ‘ Associate Professor
oyal ( "P"lr‘l'\"“_‘“ Hospital, Australian Pacdiatric Pharmacology Research Unit, University of Melbourne,
arkville, Australia; Murdoch Children’ Research Institute; University of Melbourne

Ove » las ears 2o . p
I IT :lthl: 'I “‘: ]0;)‘15“”7- drug development and use has evolved from a backyard science to a multimillion
dollar industry. sre have hee ot adamnad : : 5 )

. -.us r\ 1ere have hLL.I'l gfgdt advanced in all therapeutic areas of medicine; but this has not been
without significant errors resulting in death and morbidity

ln_ stul\u!l :}\slunc‘cs. the lcssons of the past have gone unheeded and we continue to repeat some of the
mista ]-L.\. of our ig:cbc_ars. This has been most visible in drug safety where drug related morbidity and
mortality (mostly in children) have shaped the current face of drug development and use globally.

Th‘c key US regulatory Acts (Biologics Control Act, 1902, The Federal Food, Drug and Cosmetic (FDC)
ALI_. 1 9:"8 and the Kefauver-Harris amendments) have dictated drug development internationally. All of these
legislative changed followed either deaths or severe morbidity in children.

O\’er' the last 30 years we have seen a range of international withdrawals and restrictions in marketed
medicines due to severe, and often predictable, adverse drug effects. These include:

e Mibefridil and multiple CYP 450 drug interactions
e (isparide and Long QT syndrome
e Rofecoxib and Cardiac Death
e Troglitazone and Liver Failure
e Sildenafil and non-arteritic anterior ischemic optic neuropathy
However, probably the most famous drug disaster, thalidomide, has made a recent resurgence as we develop

strict safety guidelines in its use. Even now, commonly used medicines such as over-the-counter pain
relievers and cough medicines continue to cause morbidity and mortality both due to under-recognition of

their adverse reactions or failure to use them safely.

The hope for the future is the development of individualised medicine and the ongoing scientific discoveries

in the field of pharmacogenomics.
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INTERNATIONAL SYMPOSIUM ON SAFE
MEDICINE AND SAFE PATIENT
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How pharmacovigilance databases can contribute to medicine safety and safe medical practice to
improve patient safety.
Dr. Ruth L. Savage
New Zealand Pharmacoy igilance Centre, Dept. of Preventive and Social Mcdl_unc and Dept. of General
Practuce, University of ( Mago, Dunedin, Chnistchurch, New /Fuluﬂd.
Honorary ( 'unaullu-nl. Uppsala Monitoring Centre, Uppsala, Sweden.

Fhe chief purpose of pharmacovigilance in conjunction with medicine regulation is to ensure that the
medicines approved for clinical conditions have acceptable potential benefit to risk ratios Sp«_msur
Lompanies are required to provide complete information for prescribers about the efficacy 3'}" safety of their
medicines and to make changes to this information in a timely manner as post-marketing findings emerge.
Usually this information concerns a newly recognised adverse reaction or interaction. On occasions,
however, adverse drug reaction reports provide evidence of prescribing patterns and patient susceptibility
that can influence the nature and intensity of adverse reactions and this can also be communicated. Examples
are adverse drug reaction reports that emphasise the need to monitor patients in urd_cr to prevent or promptly
diagnose specific adverse reactions, to avoid prescription of medicines known to be interacting, to pay careful
atiention to risks and potential benefits when considering age and co-morbidities, and to consider whether
the indications for the reported medicine were appropriate. Overt medication error may also be ev ld%‘nl and
pharmacovigilance centres can be useful repositories of such reports so that analyses can be madc for root
causes. By comparing reports in the New Zealand and Indian pharmacovigilance databases it 1s clear that
patterns of drug use and adverse reactions are often similar but there is also variation indicating the need 1o
accrue local data in order to provide relevant advice.

Why Pharmacovigilance of Pain Killers

Prof. (Dr.) K.C. Singhal

M.D., Ph.D. (Medicine), D.Sc. FLAN,F.IPS. FI1AMS.
Former Consultant WHO Center for International Drug Monitoring, Uppsala, Sweden

On an average | in 5 adults take one or the other analgesic for ailments ranging from mild headache. fever
and pain. However, the data about their safety is unclear. Reports in literature are abound with cardio
vascular, and gastrointestinal, nephropathy and other ADRs with non-selective nonsteroidal anti-
inflammatory drugs and selective cyclo oxygenase -2 inhibitors. However there is little information about
the third major analgesic group opioids. The US food and Drug administration recently required
manufactures of major opioids to put in place a Risk Evaluation and Mitigation strategy because of their
uncertain risk to benefit ratio.

Sever nonmalignant pain affects a large proportion of adults. Optimal treatment is not clear. and opioids are
being prescribed to many, but little is known about their safety. Opioids when used without taking proper
precautions such as starling with very small doses, monitoring patient for the development of intestinal
paralysis (spastic), Respiratory depression, pinpoint pupil, cardio vascular manifestations, manifestations due
histamine release. On the first suspicion of ADR, Naloxone should be administered. In US and European
Countries opioids alone and also together with Naloxone are available.

In an Apex Hospital at Delhi, a 74 years old lady died of codeine (high dose) included intestinal paralyses,
respiratory depression and cardio vascular manifestations as Naloxone was not administered.
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Tackling Readmissions: Where Are We Heading?

Vineet Datta (MD, FRCP [Glasg], MCEM FRSPH CMQ)
Senior Vice President New Initiatives, Apollo Hospitals

Patient safety s increasingly becoming one of the
around 10% of the patients are impacted due to healtheare CITOTS every ye
the developing world where 50% of medical diagnostic equipments are
delay and errors in care delivery. India alone records over 5 million inju
patient safety systems, Globally unsafe injections cause
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ries every year due to lack of proper
1.3 million deaths every year primarily due to
S, patients with one patient safety incident during the
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One of the key ways to im
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Bridging the gaps in patient safety to curb readmission rates will result in better re
quality of care and higher patient satisfaction. This re
1o streamline process and induc
technology

source utilization, greater
quires a collaborative approach from all stakeholders
¢ safety measures throughout patient cngagement cycle such as use of
to reduce risks, empowering patients with knowledge, post-discharge care management etc.

Apollo Hospitals Group, India’s lar
a robust infection control prog

information management syst H accredited hospitals along with the first
JCT accredited stroke program in the world.

Overview of Adverse Drug Reaction reporting system in Nepal - an ex
Pharmacovigilance Center of Western Nepal

Kadir Alam', Rajani Shakya 2, Pradip Ojha?

'Associate Prof. Pharmacology and Chief, Pharmaceutical Services, Mani
Nepal
*Assistant Professor, PharmD Program Coordinator, Department of Pharmacy,

Kathmandu University, Dhulikhel, Kathmandu, Nepal
‘l)cpanmcm of Pharmacy, School of Science, Kathmanduy University, Dhulikhel., Kathmandu, Nepal
Email: alamkad2050@yahoo.com

perience from Regional

pal Teaching Hospital, Pokhara,

School of Science,

ry stage. There are 7 regional centers whereas
Department of Drug Administration (DDA) acts as national center. Pharmacovigilance Center in Manipal
Teaching Hospital is one among 7 regional ¢

centers where the present study was conducted. The objective of
the study was to study the incidence and pattern of ADRs in medical ward and to assess the causality, severity
and preventability of reported ADRs

Methods: The suspected Adverse Dru

g Reactions (ADRs) were collected by pharmacists in the ADRs
reporting form during the ward round.

The details of suspected drug, drug reaction and all related data were
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documented. Naranjo Algorithm, modified Hartwig and Siegel and modified Shumock and Thornton scalt'
were used for assessment of causality, severity and preventability respectively. All the suspected ADRs wcr_t.
reported to National Pharmacovigilance Center and then to Uppsala Monitoring Center through the electronic
online data base called Vigiflow.

Results: Among 1,105 patients studied, 51 patients experienced ADR (4.61%). Incident of ADRs are more
with antibiotics (47.06%) and Ceftriaxone was at top of list (15.69 %). Dermatological system (2_5.49%) and
gastrointestinal system (19.61%) were affected more. About 33.33% of suspected drugs were discontinued.
About 41.18% of ADRs required medical treatment where antihistaminic (24.32%) and antipruritic (21 62%)
were most commonly used to treat ADRs. In total, 64.71 % of ADRs were probable, 62.75% were mild in
nature and 60.78% were probably preventable,

Conclusions: Study suggests ADRs are still of great problem in hospitalized patients and more than 60% of
them are preventable., Reporting of ADRs can provide better way to prevent the future occurrence healthcare
provider plays an important role.

Monitoring drug safety in pregnancy and lactation
Prof E.P. van Puijenbroek (MD, PhD)

Head of Science and Research, The Netherlands Pharmacovigilance Center
Professor of Pharmacovigilance, University of Groningen, The Netherlands

In western countries, approximately 80% of the women use either prescribed or over the counter drug at any
point in time during pregnancy. At the time of marketing, knowledge on the safety of the use of drugs during
pregnancy is still limited, as pregnant women are rarely included in pre-marketing research. Also after
marketing, collecting information on drug use during pregnancy is bothersome, but it is obvious that this
knowledge is needed for a rational use of drugs.

Many conditions require treatment with drugs during pregnancy, since the underlying condition may pose a
risk for mother and child. An example is the use of anti-epileptic drugs (AEDs) which is associated with an
increased risk of birth defects. Since epilepsy itself is also associated with potential risks for mother and
child, an optimal AED treatment is needed.

The current lack of knowledge on the teratogenic risks of medical drug use hampers healthcare professionals
in making evidence-based decisions on whether or not the beneficial effects of treatment outweigh the
possible risks for the developing fetus and the pregnant woman. Information on drug use often relies on case
reports and case series and a limited number of dedicated case-control studies.

Over the past years, there is a growing number of additional approaches on monitoring the safety of drugs
during pregnancy. Next to the use of voluntary reporting systems, linkage of various databases like perinatal
registries and databases on reimbursement of drugs are being used that may enable a systematic collection
of information and fill this gap of knowledge.

At the Teratology Information Service of the Netherlands Pharmacovigilance Centre Lareb, trained
pharmacists and physicians advise there practicing colleagues and midwife on the treatment of drugs during
pregnancy and lactation. Information is collected from literature and from monitoring previous cases on
which questions were posed to the center. To enable collecting dedicated information on drug use during
pregnancy and lactation in a systematic way, the pREGnant project was initiated in 2013 in order to develop
and implement a national register for medical drug use during pregnancy in the Netherlands. This register
will be used for signal detection and conducting epidemiological studies. Exposure to medical drugs and
other potential risk factors are monitored prospectively. Data are collected by means of web-based
questionnaires that are completed by pregnant women. At different moments during pregnancy and after
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birth of the child, information is gathered on medical drug usc, the health of the pregnant woman, pregnancy
complications and outcomes, and the health of the child. Initially, inclusion of pregnant women mainly takes
place at midwiferies, although other approaches will be taken and evaluated as well. The register focuses on
all drug use during pregnancy, but is designed in such a way that targeted studies can be carried out to specific
groups of drugs or the circumstances under which they are used. This offers the opportunity for embedding
cohort studies and thereby diminishing the burden for healthcare professionals involved. An example is the
collection of data on the use of antiepileptic drugs that are also forwarded to the international EURAP
(International Registry of Antiepileptic Drugs and Pregnancy) study, an international AEDs and pregnancy
registry that does not interfere with the treatment prescribed by the patient's physician. Women taking
antiepileptic drugs at conception are eligible for inclusion whether the indication for treatment is epilepsy or
other disorders. When AEDs are being used, dedicated questions are posed on the underlying condition and
lhc_usc of these drugs. This is example is one of many initiatives that are currently being developed to
optimize the collection of information on the use of drugs during pregnancy and lactation.

Drug Safety in Children — A Special Case

Noel E Cranswick (MBBS, B Med Sc, LLB, FRACP)

Associate Professor
Royal Children’s Hospital, Australian Paediatric Pharmacology Research Unit and Murdoch Children
Research Institute, University of Melbourne, Parkville, Australia

Until recently, children have been treated by society in general, and the pharmaceutical industry specifically,
as small adults. This has resulted in a series of therapeutic disasters mostly affecting children. While adults
have benefited from these mishaps with advances in both the safety and efficacious use of medicines, children
have remained therapeutic orphans. Until recently studies in children have been limited or totally absent.
Therapies used in children are often untested and doses are extrapolated from those in adults. This has

resulted in both over-dosing and under-dosing.

A series of legislative changed in the USA dating from the 1990 were intended to improve the situation and
encourage or even force pharmaceutical companies to include children in their development programs.
However, these incentives have had limited effect with relatively few real therapeutic advances in children

being attributed to them despite a large monetary investment.

The more recent European legislative changes including the paediatric investigational plan as part of all new
drug development programs are showing more promise. The EU appears to be less likely to offer waivers to
sponsors than seemed to occur in the USA and there has been a recent rapid rise in the number of paediatric

studies involving new chemical entities.

Alongside this has been advances in evidence based prescribing for children such as the British National
Formulary for Children (BNFc) which evolved out for the UK Medicines for Children. At an international
level, the instigation of the Essential Medicines List for Children by the World Health Organisation has
focused the world on making medicines Child Size. The first WHO international Model Formulary for
Children was published in 2010 and is a further incentive for countries to develop local formularies to support

the appropriate treatment of child in their regions.

The challenge for the future is the improved evidence for the use of medicines in children and the
development of improved and more palatable formulations to cover the full age range from premature

neonates to adulthood,
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Another perspective in pharmacovigilance
Prof Dr E.P. van Puijenbroek (MD, PhD)
Head of Science and Research, The Netherlands Pharmacovigilance Center
Professor of Pharmacovigilance, University of Groningen, The Netherlands

1s based on

Pharmacovigilance, the science dedicated to the safety of drugs as used in the clinical practice,
es. In this

experiences from both healthcare professionals and patients with drugs used in daily circumstanc
way knowledge on the harmful effects of drugs can be generated, both at the individual and the population
level. Eventually, this knowledge will be applied in clinical practice again. Various slakgholdcrs are involved
in pharmacovigilance, each having their own role in a process that is eventually designed to increase the
safety of use of medicines.

Since the early 60°s the safety of drugs after marketing is studied in a systematic way in order to signal
hitherto unknown associations of drugs and adverse drug reactions (ADRs). In the early days, gathering this
information mainly relied on spontancous reporting, but over the years additional approaches like
observational research became more important. Safety information generated by these approaches s
primarily used to make decision on the balance of risk and benefits of drugs once they are marketed. For this
reason, this safety information needed to get insight in potential risks of drugs should reflect the pont of
view of the regulatory authorities, responsible for making these decisions. Large, sometimes complicated
and costly studies are needed to get reliable data on the incidence of ADRs especially when pharmacological
related drugs are being compared. The physicians treating patients using these drugs, will not only be
interested in the incidence of ADRs, but also have a need for information about potential risk factors and
clinical signs and symptoms of the ADRs involved. Unfortunately, since a tailor made approach 1s needed.
this information is not always provided by the aforementioned studies.

From a patient’s perspective, the incidence and therefore risk of getting ADRs is important as well, but
moreover, information on the time course of ADRs, information on the impact on quality of life and even
experiences of other patients are welcomed. Experiences with ADR reporting by patients in the Netherlands
showed that especially latter type of information is reported, reflecting different perspective on drug safety
as compared to health authorities and healthcare professionals. The call for detailed & reliable information
on incidences of ADRs gave rise to growing sizes of databases. This is not necessarily an advantage. since
the time-consuming individual case by case analysis of every incoming report that will provide information
on time course, risk factors & individual experiences, is very often not feasible anymore. Although the nature
of signal detection has changed over the years from qualitative to a quantitative approach, the importance of

reliable clinical information of ADRs did not change.

Apart from approval and use of drugs in practice, other aspects, like the circumstances under which drugs
are being used, will become important as well. Knowledge about oft-label use, medication errors and
counterfeiting will call for a different focus which not only spontaneous reports but also and dedicated
prospective cohort studies may provide. Is it time for another perspective in pharmacovigilance? In the
majority of studies, the perspective the regulator and health care professional is still leading, and to a lesser
extent the perspective of patients. The aforementioned needs of various stakeholders and altered scope of
pharmacovigilance are likely to be pivotal for changing, more balanced landscape in pharmacovigilance the
next years.
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NATIONAL SYMPOSIA:
PHARMACOVIGILANCE OF AYURVEDA,
SIDDHA AND UNANI DRUGS (ASU DRUGS)
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Veverse Bitect with Avureveda Drugs- Facts and Fallacies

Goalib
Vettant Protessor, Dept of Rasa Shastia and Bhaishajya Kalpana, Institute for Post Graduate Teaching

and Researchom Avurveda, Gagarat Ayarved University, Jamnagat 161008, Guyarat, India
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Fhough herbals are used frequently, on later period, herbo-mineral and metallic preparations occupied a
stgntficant place i Ayurvedic therapeuties. Since then, they are being routinely prcscrihcd in different parts
of Indha for centuries. The preparations are attributed to be safe and efficacious even in minute doses. Being
used for over a long period, these medicines are acknowledged as safe, which is the ultimate proof for their
non - tonie beneficial effects. However, the use of metallic preparations has raiscd safety concerns and dcbate
i screntific community i the past couple of decades. Such concerns have tried to malign the reputation of
Avurveda at global levels: This also made clear to establish Pharmacovigilance system for Ayurveda Drugs.

Classical Contrive: A drug can be panacea or poison. A drug fulfilling the criterion of a standard drug will
always become panacea provided, if it is used properly. On the other hand, a poorly prepared or manufactured
drug however used skillfully, will always prove to be a poison. Classics of Ayurveda do mention the hazards
of drugs, which are not properly manufactured. Such mentions clearly show that they were fully aware of the
hazards of drugs of poor quality. Based on this knowledge, seers have prescribed specific processing
techniques (like Shodhana and Marana ete.), which will remove the hazardous properties from these drugs.
I'hey have also prescribed testing methods (like Bhasma Pariksha), which will tell the manufacturer whether
the drug has attained a form, which does not have hazardous properties when used judiciously by a physician.

Adverse Drug Reactions and Ayurveda: There is a popular misconception that Ayurveda drugs are devoid
of adverse reactions. Charaka describes adverse reactions to medicines when they are prepared or used
mappropriately, Attention is given (o factors like the plant to be used (prakriti), its properties (guna), actions
(karma, prabhava), habitat (desha), season in which it grows (ritu), harvesting conditions (grahitam), method
of storage (nihitam) and pharmaceutical processing (upaskritam), which must be considered while selecting
the starting material that goes to form the medicine. Great care has been imposed while using all preparations
in therapeutics, Charaka also deseribes factors to be considered when selecting medicines in order to
minimize adverse reactions like the constitution of the patient (prakriti), age (vaya), discase (vikruti),
wlerance (satmya), psychological state (satwa), digestive capacity (ahara-shakti), capacity for exercise
(vyayama shakti), quality of tissues (Sara) and strength (bala). Ayurveda drugs are to be administered orally
i specified quantities with great caution along with requisite anupana (vehicles). Anupana is anticipated to
play a key role in safety aspects. In absence of anupana, adverse reactions are hikely. A gap of one or two or
three days is 1o be observed while administering metallic preparations.

Avurveda considers o number of factors while administering a drug. Right drug at the Right dose by the
Right route at the Right time for the Right person will always provide beneficial effects. Increased morbidity,
risk of unwanted effects ete. have been repeatedly been attributed with irrational drug use. WHO also
considers trrntional use of medicines (overuse, underuse or misuse) as a major problem worldwide that results
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m widespread health hazards This aspect has been considered by the pioneers of Ayurveda in detail n
sddiion 10 the other possible ways by which toxicity, untoward effects can occur and provided all the
gudelines 10 avond the occurrence of such incidences. Even, if in any eventuality, some untoward effects are
noticed due 10 noncompliance of code of conduct of the treatment, the treatment procedures for such
conditions have also been prescnbed

Few recent studies on Ayurveda Metallic Preparations: Studies on mercunal preparations ke
Makaradhwaja are reported to improve the quality of hfe, attnbuted with anti-stress activity, safe at higher
dose levels Rasa sindhura, another mercunal preparation is proven to increase life-span, and fecundity of
Drosophila. Garbhachintamani Rasa has shown to improve hepatic functions, Mahamrutyunjays Rasa is
proven 1 be cardiotonic. Arogyavardhim Van, another herbo-mineral preparation is found to be safer at
fugher therapeutic dose levels. Bhasmas of Abhraka (mica), Mandura (iron), and herbo-mineral formulations
ke Swasa Kuthara rasa (mercury, sulphur) and Smriti Sagara rasa (mixture of metals) were reported to be
free from genotoxicity. Another metallic preparation, Swarna Makshika Bhasma (( halcopynite predominant
of Copper) 1s also reported to be free from genotoxic potential.

Pharmacovigilance of Ayurveda, Siddha and Unani Medicines: Considening such reports and to develop
ADR related data on Ayurveda drugs, Institute for Post Graduate Teaching & Research in Ayurveda, Gujarat
Ayuned University, Jamnagar has taken the lead and conducted one workshop during 3rd and 4th December
2007 in the premises of Gujarat Ayurved University under the sponsorship of WHO Country Office. India
Looking in to the active initiation, Director of AYUSH. Ministry of Health & Family Welfare, New Delhs
announced establishment of a Pharmacovigilance Cell at the institute level. which will prepare the protocol
and ADR Reporting Format for implementation of Pharmacovigilance system for ASU Drugs. Sub-equent
to this, Department of AYUSH has declared Institute for Post Graduate Teaching and Research in Ayurveda,

Gujarat Ayurved University, Jamnagar as National Pharmacovigilance Resource Centre for ASU Drugs
(NPRC - ASU).

Conclusion: Comprehensive information available in the classics clearly reflects that the pioncers of
Ayurveda were well aware of the toxicity or untoward effects that can occur with the improper usage of
metals or minerals. They have documented specific processing techniques, therapeutic dosage and concurrent
diet advice to avoid any ill effects. Even so, if some complications are noticed due to faulty processing,
improper administration or non-compliance of code of conduct, treatment procedures for such complications

have also been prescribed. This implies that, the seers were well versed with the pharmacokinetics and
pharmacodynamics.

All this information leaves no doubt that the pioneers of Ayurveda were we
therapeutic benefits and potential toxicity of metals and minerals. They took precautions to avoid any adverse
reactions resulting from their use in therapeutics. To conclude, it can be said that rational use of Avurveda
drugs was well established before the period of Charaka Samhita (more than 5000 BC) which s e dent from
the clear descriptions available in the classic. The need of the hour IS 10 generate awareness. practice rational
drug use and develop a database for adverse drug reactions with Ayurveda drugs.

Il aware of both the remarkable

Pharmacovigilance in Unani Medicine

M. A. Jafri

Professor, Department of 1lmul Advia, Faculty of Medicine (U), Jamia Hamdard, New Delhi

Lot of emphasis has been
vanous drugs and also the measures by which these adverse drug reactions ¢



 eaart ave —— ¢ Lo
Hence the Unani Therapies are comparatively safe. Still chances of Adverse [)rpg*i rf‘_’l%“::h d[r:- lh;}::il:mc.
overdosing, impurity, adulteration, improper quality of drugs, drug to drug "1“'"‘“" :(:h.:hb i atwiork of
pharmacovigilance is equally important in Unani System of Mcdic:r_lc and we can us:j ,L . xl:ng e ons
Unani chmes, dispensaries and hospitals spread all over the country "’_r foporing lhe = r\:crslc_ m!& : surc;
if occurs anywhere | and then establishing the causal relationship and finally in tl_qdlqgt C u ':imd ; mc%- i
by which such reactions can be avoided. This will help in finding the safe and clicctlye rcmz‘ ies Orlf"tn-b:é
public and will also result in confidence building for the use of these drugs not only in our Country but also

i accepting our traditional therapies at a global level.

Pharmacovigilance of Ayurveda: Where are we heading?

Prof. (Dr.) Hari Mohan Chandola . _
Director-Principal, Ch Brahm Prakash Ayurved Charak Sansthan, Govt. of NCT, Delhi

Pharmacovigilance of Herbal Medicines: Barking up the right tree

Dr. Mohammad Idris
Professor & Head, Departments of Ilm-us-Saidla and [Im-ul-Advia
Ayurvedic & Unani Tibbia College & Hospital, Govt. of Delhi
Ajmal Khan Road, Karol Bagh, New Delhi
E-mail: drmohammadidris@gmail.com

The renewal of interest in herbal medicines attracts attention towards their efficacy and safety. It is popularly
held that the former lacks evidence whereas later creates doubts in the mind of people. In India, herbal
medicines are not confined to the realms of medicine, but part and parcel of cultural ethos too. For instance,
Ayurveda and Unani Tib have become a soft power of Indian heritage locally as well as globally. Unani
enjoys its popularity in Urdu knowing society. Many studies in India and abroad have reported achiles.

Why and How Unani System of Medicine Insisted Upon Pharmacovigilance for Each and Every
Drugs in The Light of Medical Ethics

Abdul Latif and Sumbul Rehman

DRS-1, Department of [Imul Advia, Aligarh Muslim University, Aligarh-202002
Email: abdullatifamu@gmail.com

Since the time of immemorial, Unani System of Medicine through its contribution based on basic principles
and methodologies provides beneficial effect with less harm on human body. Pharmacovigilance is inherently
practiced and followed along with addition of experience of new indications in Unani formularies. Amoni:
all the system of medicines, Unani Medicine has still a very rich and effective method of drug preparation to
combat side cffects or harmful effect of drugs on human organs. And that is why it is popular as a “safe
medicine’, having no or minimum side effects or harm to human in the light of medical ethics. This paper
deals and claborates in details all the methods including in vivo and vitro techniques being used in Unani
system of medicine for vanishing their unwanted actions.
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NATIONAL SYMPOSIUM:
PHARMACOVIGILANCE OF SPECIAL
CLINICAL AREAS
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Symposium on “Running AMCs and wh

Giebal at next after reporting? Are we seriously contributing to
slobal ADRs?”

Pharmacovigilance Programme of India: Current Status and Future Callenges

V. Kalaiselvan, G;, N Singh
Indian Pharmacopoeia Commission
Ministry of Health & Family Welfare
Government of India
Scctor 23, Rajnagar, Ghaziabad, UP, 201002
Email: ipclab@vsnl net ; Website: www.ipc.gov.in

Indian - Pharmacopocia Commission (IPC) functions as National Coordination Centre (NCC) for
Pharmacovigilance Programme of India (PvPI) to monitor the safety of medicines. NCC is striving hard to
crgalc awareness in ADRs reporting as a result culture of reporting is increasing. NCC is well cnnncc@cd
wﬂh all 150 ADRs monitoring centers in ADRs monitoring and other activities on PvPI. IPC is collaborating
with similarly placed national and internationals organizations to promote patients safety. Currently India is
the 7th largest contributors to global drug safety database equally the completeness score for Indian data is
0.94 out of 1. NCC is also playing an important role in ensuring the safety of medicines used in National
Health Programs (NHPs). PvPI is collaborating with Revised Tuberculosis Control Program and National
A_IDS control program to monitor the safety of medicines in their respective programs. NCC also initiated
direct patients reporting to PvPI by introducing consumer reporting form. To empower the public in reporting
ADRs, NCC introduced helpline (toll free) facility with Short Message Service to build the confidence of

ADRs reporter. PvPI has been established and reporting has been started. In future, evidence based regulatory
action can be taken.

Experience of AMC, CMC, Ludhiana

Dinesh K. Badyal
Professor & Head, Department of Pharmacology, Christian Medical College, Ludhiana

The ADR monitoring centre at CMC, Ludhiana started functioning from 2012. The centre has contributed
approximately 500 ADRs till now. The centre started with its own infrastructure and residents started
collecting the reports. TA was appointed soon and we expanded collection of ADRs. The earlier number of
reports was less (10-20), so we started awareness sessions in various departments. This lead to increase in
the reports. In the process we interacted with physicians to find out reasons for not reporting as this 1s the
major issue for any AMC. The main hurdles were lack of time, apprehension about legal hassles and non-
familiarity with the process of reporting. Even physicians were not aware about the importance of reporting
in the country. Hence, we started providing feedback to the reporting physicians in the form of authentic
literature etc. We also started publishing in-house newsletter “Pharmascan” for the physicians and which has
been appreciated by all and we are continuing it. However, at this point we need more funding for the centre
as our work has increased and we wish to expand the ADRs collection to more arcas. Even now customer
ARD reports from the region are being sent to us for verification. We hope that the support system from the
national coordinating centre will improve further to help us cope with the increased reporting. We would like
to see a common platform provided to all AMCs where authentic literature is available free for distribution

and also access to statistics of ADR reporting from India and Worldwide.
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ADR Monitoring Center- Pramukhswami Medical College, & Shree Krishna Hospital, Karamsad,
Anand, Gujarat,
Bharat Gajjar
Associate Professor and Head, Department of Pharmacology, Pramukhswami Medical College & Shree
Krishna Hospital, Karamsad, Anand, Gujarat.
Co-coordinator, ADR Monitoring Centre, PvPl, Ministry of Health and Family Welfare, Govt. of
India.

Our institute, Pramukhswami Medical College & Shree Krishna Hospital, Karamsad, Anand, Gujarat has
been designated as 'Adverse Drug Reactions Monitoring Centre' of 'Pharmacovigilance Programme of India
(PVPI) since February2014. We had also worked as a peripheral centre of ‘National Pharmacovigilance
Programme of India (NPPI)". Clinicians are the main stakeholders in this programme. It is a big challenge to
make them aware regarding the importance of ADR reporting and make them to report ADRs. The role of
'National Coordinating Centre' is also crucial in the success of the programme. Our experiences in running
the centre and constraints faced by us will be discussed in the presentation. Our future strategy to generate
awareness amongst the Health Care Professionals regarding importance of ADR reporting will also be

discussed.
ADR Monitoring Center- J. N. Medical College and Hospital, A.M.U., Aligarh (U.P)

Mohammad Nasiruddin

Associate Professor, Dept. of Pharmacology, J. N. Medical College, A.M.U., Aligarh
Co-coordinator, ADR Monitoring Centre, PvPI, Ministry of Health and Family Welfare, Govt. of

India.

ADR Monitoring Centre (AMC) at J.N. Medical College, AM.U., Aligarh was established in 2011. The
Coordinator of AMC, technical associate and residents attended various training courses held at PGIMER,

Chandigarh and IPC, Ghaziabad related to pharmacovigilance which helped a lot in functioning of the AMC.
In the early days of establishment, I had a meeting of the Chairmen of various clinical departments along

with the Dean faculty of medicine and Principal & CMS to get feedback for making the programme more
effective. Sensitization & awareness programmes were organized for faculty members and residents of
various departments of JN.M.C.H. On the advice of faculty members of various departments, ADR
collection boxes were installed at various places within the hospital along with one minute reporting form
containing contact number and e-mail address of the Co-ordinator for spontaneous reporting of ADRs.

The AMC has organized two programmes for bringing awareness and increasing ADR reporting among
medical professionals. Firstly a seminar on “Advance Pharmacovigilance” was held at INMCH, AMU,

Aligarh on 11" October, 2012 sponsored by Abbott Knowledge Academy under the aegis of IPS, which was
attended by faculty members and residents nominated by chairmen of various departments of INMC, AMU.
This seminar helped in increasing the ADR reporting which is the target of this AMC. CME on
“Pharmacovigilance”, under Pharmacovigilance Program of India (PvPI) was held at INMCH, AMU,
Aligarh on 7" December, 2013. This was attended by faculty members, residents, private practitioners,

government medical officers and para-medical staffs.

We are reporting around 10-12 ADRs every month. These reporting are mostly on personal basis. The
clinicians who prescribe and follow-up treatment outcomes are best suited to detect adverse reactions in their
patients based on information gathered from the patients and their own clinical observations. However, due
to the lack of interest and clinical acumen, and time constraint, many untoward adverse incidents pass
unnoticed. I P C has started toll free number for the doctors, para-medical staffs and patients to report ADRs
directly. It is moral and ethical duty of medical professionals to report ADRs noticed by them to save the

society for further damage.
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Symposium on “Pharmacovigilance of Cardiovascular, Oncology and Paediatrics

Pharmacovigilance of Cardiac Drugs
Atul Singhal
Senior Cardiac Consultant, Aligarh

T'reatment of cardiovascular illnesses requires a delicate balance in terms of exact .dm%T.]:? :l?(-lru,r:’n;;r:;
management. When this balance is disturbed by appearance of any unexpected or pru. : didﬂ'\-.u |‘['"_-s, fnl"
reaction (ADR), during the times of pharmacological intervention, it warra"_‘5 _”'muwﬁdry f l;u t nt
cardiologists. The problem then becomes more difficult to resolve than preexisting EQDAIION O .t L p.d ]LI .
ADRs pose intellectual challenge for doctors to cope up the abnormal response. In the prescn pl"er - “,";
will discuss ADRs of some commonly used medicine in cardiac practice in absence of their norma
therapeutic response.

Pharmacovigilance of Anticoagulant Drugs

Mohd Azam Haseen i oarh

Assistant Professor, Department of Cardiothoracic & vascular surgery, INMC, AMU, Aligar
Anticoagulants are one of the most commonly used drugs in patients of cardiovascular d.iso.rde.rs‘. The drugs
included in this category are vitamin K antagonists, Heparin, Heparinoids, oral thrombin inhibitors, fd@tqr
Xa inhibitors and others. They reduce blood clotting which can help prevent deep vein

thrombosis, pulmonary embolism, myocardial infarction and ischemic stroke. They are used also used with
curative intent in patients with deep venous thrombosis (DVT) and embolic arterial blockage. They are also

needed in patients with prosthetic heart valves, stents or atrial fibrillation for long periods of time and
sometimes for entire life.

Though these drugs are of great utility they can also lead to life threatening complication as they have a
narrow therapeutic range and there activity levels in blood need to be constantly measured to obtain optimum
benefits. Patients aged 60 years or more are more susceptible to bleeding complications. These drugs have
wide range of interactions with food we eat, like dark leafy vegetables decrease the efficacy of Vitamin K
antagonists. Their intake should be avoided whilst taking anticoagulants or, if coagulability is being
monitored, their intake should be kept approximately constant so that anticoagulant dosage can be maintained
at a level high enough to counteract this effect without fluctuations in coagulability. The new oral
anticoagulants (NOACs) including dabigatran, rivaroxaban, and apixaban have been shown to be as good as
or better than the coumarins (vitamin K antagonists) with less serious side effects.

Both the clinician and the patient should be aware of their side effects and constant monitoring of patient

taking these drugs is necessary to prevent life threatening complications.

Changing Trend of ADRs with Chemotherapeutic Agents in Last Two Decades

Sandeep Agarwal, MS DNB, MNAMS
Consultant surgical oncologist& director, Purushottamdas Savitridevi Cancercare and Research Centre
Agra
Parul Agarwal, MD
Consultant Anaesthesiologist and Critical Care Expert

Chemotherapy now holds an important place in it of majority of cancers. Advancement in the treatment of
cancers in Iaslt two decades has been predominantly powered by the plethora of new chemotherapy agents
mtroducg during this period. The agents have been based on some peculiar anatomical, plwsiolx;gurul or
pathological property of the cancer cells. However this has led to a variety new adverse drug reaction also.
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l’rcmarkgtmg clinical trials are designed primarily to identify benefits and common side effects of new drugs
and the size of these studies usually does not exceed 3000 patients which limit the chances ()fdclcclin ; Iikc}-!w
ADRSs before approval. A recent study has reported 25 seniors ADRs associated with 22 oncology drubls af'tc):
upp.r('wul nearly 50% of them are drugs approved before 1995 Patients insert was revised for 4 AI)R:D-ThcrL:
revisions often differed from similar ADR that occurred in drugs of same class. -

Advent ‘uf targeted agents has improved the efficacy of drugs and reduced the side effects but has also led to
new variety of ADRs as well identifying targets such as FGFR gone mutation in NSCLC, Her-2 new receptor
in brcuslﬁar‘cinoma, BCR/abl mutation in CML leads to more effective targeting of the disease and as a result
higher efficiency. But at the same time a different set of ADRs are also expected some of which may appear
long time after approval.

Fundamgntal role of various professional such as oncologists and hematologists, specialists hospital
pharmacists and nursing staff as well as the patient can highlight adverse events associated with
chcmotl‘lc_rapy both in phase immediately after the administration of drugs especially innovative, and in the
late toxicity and ADRs from interactions between drugs used for co-morbidities.

Pharmacovigilance of Paediatrics drugs.

Dr. Anurag Tomar
Consultant Paediatrics, Jaipur

Pharmacovigilance programmes monitor and help ensuring the safe use of medicines which is critical to the
success of public health programmes. The WHO defines ‘pharmacovigilance’ as “the science and activities
relating to the detection, assessment, understanding and prevention of adverse effects or any other drug
related problems™. Even though pharmacovigilance is still in its infancy; it is not popular in India and limited
with specific age group, and almost negligible in paediatrics. The safety of drugs used in patients of an adult
age group cannot be extrapolated to pediatric age group. The pharmacokinetics and pharmacodynamics of
many commonly used drugs vary significantly between these two age groups of patients. Further, adverse
drug reactions (ADRs) in children can have a relatively more severe effect when compared to adults. Thus,
the ADRs can lead to significant morbidity among children. It has been observed that ADRs in children not
only result in hospital admissions or prolonged hospitalization but also may lead to permanent disability or
even death. The information regarding the frequency, severity and types of drugs most frequently involved
in adverse reactions in the pediatric age group is of particular interest, since pre-marketing clinical trials are
done mostly in adults. Also, many medicines used in children, however, are not specifically marketed for use
in this age group, i.c. they arc used off-label or are unlicensed. In a meta-analysis by Lazarou et al, fatal
ADRs among both adults and children ranked as the fourth to sixth leading cause of death in the United
States. Another study demonstrated that ADRs were associated with an average of 243 reported deaths among
young children, from newborn to 2 years of age, each year. On the basis of a meta-analysis of 17 prospective
studies conducted in the United States and Europe, the incidence of ADRs among hospitalized children was
9.5%, with severe reactions accounting for 12% of the total. While limited studies from India have reported
ADRs in children. The safety profile of a drug thus marketed with its testing done on adults can vary
significantly when used in children. This aspect of drug therapy is often difficult to predict fqr newer fimgs.
Therefore there is urgent need for an active drug surveillance system to capture risk information in children.
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Symposium on “Pharmacoy igilance of CNS Active Drugs”

Is it time to ban codeine?

Parul Agarwal, MD
Consulatant Anaesthesiologist and Critical Care Expert
Consultant surgical oncol pandeep Agarwal, MS DNB’ MNAMS
. g ogist& director, Purushottamdas Savitridevi Can
Agra

cercare and Research Centre

During the last 20 years these has been a dramatic increase in our knowledge of the site and mechanism of

action of the opioids. Although there is always a gap in our knowledge of opioid pharmacology and the

rational and appropriate use of these drugs well controlled clinical trials conducted 1n UK. and USA has

waged war against the use of Opioids especially codeine in treatment of chronic pain. Various
pharmacokinetic factors influence drug dosing, route of administration, titration of dose and advance effects.
Various adverse drug reaction of opioids especially codeine pose a threat to patients well-being, e.g. central
nervous system depression, hallucination confusion, constipation urinary retention, nausca. vomiting,
multifocal myoclonus, respiratory depression, allergy and lastly opioid dependence.

Now with the advent of newer analgesic agents the use of opioids gradually gone down. Even cancer patient

with pain vary greatly in their response to analgesics pharmacokinetic and pharmacodynamic factor along
with psychological factor influence of an analgesic in an individual patient. The various aspects of the
mechanism of action, pharmaco-genomics, variability in the response and metabolism of codeine as well as

ADRs pertaining to it will be discussed.

Pharmacovigilance of CNS active drugs

Dr. Sandeep Kaushal
Professor and Head, Dept. of Pharmacology, Dayanand Medical College, Ludhiana

CNS active drugs form a major group of drugs used by all the practitioners. These are also among the top
drugs responsible for causing adverse drug reactions (ADRs). As these drugs are highly effective and have a
high chance of physical and psychological dependence, which is an area of interest for us. Some members of
this group are covered by Narcotic drugs and Psychotropics Substances Act. The focus of my talk will be on
antiepileptics (AEDs) which is an important member. These AEDs are now being used for a number of other
indications like mood disorders (Valproic acid), Neuralgia (Carbamazepine), migraine (Topiramate), weight
loss (Topiramate), and neuropathic pain (gabapentin). The older, time tested AEDs like Phenytoin,
Carbamazepine are notorious for cutaneous ADRs (including Steven Johnson Syndrome and Toxic
Epidermal Necrolysis). The incidence of these serious cutaneous reactions is less with newer AEDs. A new
scale to evaluate the severity of ADRs based on frequency and duration of these events 1s ay ailable. Most of
these ADRs are of augmented type. A new dimension of pharmacogenomics has been added in the use of
Carbamazepine especially in South East Asian descendants. This has been verified by a number of studies in
Indian population. The spectrum of these shall be discussed in the presentation.
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Pharmacovigilance of Psychiatric Drugs
Dr. P.P. Singh
Assistant Professor. Department of Psychiatry, J. N. Medical College, AMU, Aligarh, India

Introduction: Pharmacovi silance has been define > ag yaniaats . :
and activities related to thf.: detection, :::_:i:tirll:;(tj huﬂiiTrsﬁﬂiili(:\HL::(}; 0rf:’i'lfllt,:ammf("‘)\fjﬂf))'dh e effoct
"'l The birth of pharmacovigilance has a close rel;itionsh-i t g “hi tpl’FU’hL=n ‘10" . '? '\u'bc e o fn
use of thalidomide in pregnancy is widel kn;)w 1l pol E . I?Syt. 'la TY‘ i Lof‘?r““.‘hy e
the theoretical chances of the occurrenmy E i drm‘-my Pk, s

. ¢ of ADR are thereby also enhanced.
Aim: The presentation will delineate pharmacovigilance issues pertinent to psychiatry.
Method: -An adverse drug reaction (ADR) can be defined as any adverse patient outcome that occurs at
thgrapcutnc doses of a drug, and which can be causally linked to use of the given drug"!. This presentation
will enumerate mild, moderate and severe ADR associated with the use of psychotropics, along with
examples from our practice. Some examples of the Types of ADR will also be presented.
C onclusion: Pharmacovigilance is the duty of every person in charge of patient care. As psychotropic drugs
directly affect the brain and behaviour such activities become paramount and essential part of the patient

care.
Reference
1. World Health Organization. Safety monitoring of medicinal products: Guidelines for setting up and
running of a pharmacovigilance centre. Geneva: World Health Organization; 2000.
2. Rajkumar SV. Thalidomide: Tragic past and promising future. Mayo Clin Proc 2004; 79:899-903.
3. Nebeker JR, Barach P, Samore MH. Clarifying adverse drug events: A clinician’s guide to

terminology, documentation and reporting. Ann Intern Med 2004; 140:795-801.

Determination of LDso of Ocimum sanctum
Md. Borhan uddin
Dept. of Pharmacology & Therapeutics, Ibn-Sina Medical College, Dhaka Bangladesh

Introduction: Ocimum sanctum is a well reputed medicinal herb being used in the treatment of various
ailments in this Indo Pak Subcontinents since ancient time. We tried to find out how far it is safe for human
consumption. The lethal dose50 (LDso)is an important indices in this regard to find out the therapeutic index.

It is very important on way to establish it in modern science.
Result: On this way the Lethal Dose (LD50) has been determined to be 676.08 mg/kg. This is supposed to
be safe drug. Chronic effect on various organs and as well as effect on reproductive system specially the

effect yet to be evaluated.
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KEYNOTE LECTURE:

From Pharmacovigilance to Drug Risk Management
Prof Hervé Le Louét

Head of Pharmacovigilance Department (APHP)
Member of the PRAC (European Commission)
President of ISOP
Vice President of CIOMS
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NATIONAL SYMPOSIA: ENSURING
MEDICINE SAFETY- AN OBLIGATION OF
PHARMACEUTICAL INDUSTRY
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Risk Management Plan- A New Paradigm in Pharmacovigilance
Vineet Shastri v . ]
Director Pharmacovigilance, Global Data and Safety Monitoring, Life Cycle Safety, Quintiles
Technologies India Ltd.

This presentation briefly describes the basic philosophy of drug safety management. an life ‘cyck: ‘l((;ng
endeavour and entails the principles of risk management. We would talk atX{U" who sl ase lh'_: ?ld,kc o L“-
for risk management, expectations from regulators, objectives of RMP, how it is structured, \hl"ml are rgutmt
and additional pharmacovigilance activities, what covers risk minimization measures and how cffectiveness

is evaluated. Rest of the talk will be discussed in presentation.

Ensuring Medicine Safety — How Does the Industry Do It?

Deepa Arora o
Vice president, Pharmacovigilance & Global Head, Drug Safety & Risk Management, Lupin Limited.
Mumbai

Safety related activities carried out by industry can be broadly categorized into premarketing and post
marketing activities. During clinical development, all reasonable efforts are made to characterize safety of
the investigational drug. These are but not limited to conducting specific studies, inclusion of parameters for
safety evaluation in clinical studies and planning large long term studies.

Safety related activities in the post marketing period can be divided into four: _ '
|. Identification & confirmation of signals: signals here refer to new adverse reactions or a higher

incidence of known adverse reactions. Signals are identified by careful analysis of safety data collected
through clinical studies and post marketing spontancous reports. Literature searching and analysis 1s an
important part of signal detection. Signals are generated through both qualitative as well as quantitative

analysis, but qualitative analysis is the key to confirmation of the signals.
2. Regulatory compliance: compliance related activities are specific to each country as regulatory

requirements are different. Broadly these include processing and medical review of ICSRs. including
expedited reporting, submission of periodic reports, literature searching, updating the label and various
other activities. Pharmacovigilance inspections are conducted in various countries 1o assess the

compliance.
Safety related communication: this is one of the key activities. Only identification and confirmation of

new adverse reactions are not sufficient. Any new information that is generated for a drug should be
communicated to all stake holders. This area still needs to be further developed in India. In developed
countries, industry is responsible for communicating information about safety to all stake holders. i.c.
regulatory authorities, prescribers, pharmacists as well as patients. In India, direct communication by
industry to patients is limited. Lack of education may be one of the reasons. C ommunication of industry
directly to patients is very sensitive and it should be carefully monitored by regulatory authorities as is
done in developed world.

- Risk minimization: safcty communication is one of the most important methods of risk minimization.
Some other tools used to minimize risks include restricted access. training of physicians, training of

pharmacists, and regular assessment of patients for various safety parameters.
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Individual Case Safety Reports: Standards for Reporting In Investigational & Post Authorisation
Phase.

Manoj Sharma
Global Pharmacovigilance Division, Panacea Biotec Limited, New Delhs

Pre marketing studies (Phase I, 11, and 111 trials) necessarily take place in controlled situations with selected
groups of people. Though a new drug appears to be safe in these studies, unseen adverse effects can occur
when a drug is released for use in general population in ‘real world clinical practice’.

Pharmaceutical industry has the obligation for continuous monitoring of the products once a marketing
authonization is granted. .

Individual case safety reports (ICSR) are received both in clinical development and post authun/x’z[l‘liﬂn Ph%‘?-
The reports are analysed for the validity and are processed in the database (e.g., excel, Argus' ™, Ans G,
Vigibase etc). For an ICSR to be valid the following four criteria shall be present: a) Identifiable lPallcm; b)
Suspected Drug; ¢) Suspected ADR; d) Reporter details. In India the ICSR arising from clinical tvnals dunng
drug development phase are reported in Appendix XI (Schedule Y format). For ICSRs received during
marketing experience of the drug (post authorization phase) there are different regulatory formats adop;cd
by the different countries. These reporting formats include: Suspected ADR reporting form (India).
Medwatch / FORM 3500A (USA); Yellow Card (UK); SGML (EMEA) etc. CIOMS 1 is the internationally
acceptable reporting format.

As per international guidelines on expedited reporting (ICH E2A and ICH E2D) all serious adverse events
(other than death and life threatening ADRs) are reported within 15 calendar days where as the cases of death

and life threatening ADRs shall be reported within 7 calendar days. _
The collated ICSRs in database are further used for the analyses in a periodic manner to generate periodic

safety update reports. These are analyzed for the safety signals and benefit risk profile of the drug.

Adverse Events Following Immunization — Industry’s Obligation

Jamal Baig,
Country Head, Drug Safety and Risk Management, Merck Sharp Dohme, (Gurgaon)

Vaccines are large and complex proteins administered mostly for prophylaxis, so the risk to the recipient
should be minimal, additionally, vaccines have tendency for delayed hypersensitivity anaphylaxis etc. and
need special safety monitoring and Pharmacovigilance activities. In India, registration applicant has to
conduct the clinical trial as per the schedule Y of the Drug and Cosmetic act 1940 and strictly comply with
the adverse event reporting requirements there under. Post approval the PSUR is submitted for years and
SUSARSs reported expeditiously to CDSCO. Each batch of imported vaccines is tested in the government
laboratories before being released for marketing. In Nov 2013, the Prof Ranjit Roy Chaudhary report was
submitted to the Govt. of India, the recommendations if implemented could change the vaccine
pharmacovigilance landscape. Globally, major drug regulatory agencies like US-FDA, MHRA (UK). EMA
(Europe), TGA (Australia) have different requirements for Clinical Trials, Registration and Post approval
surveillance. Mostly the Market Authorization Holder (MAH) has to submit the Risk Management Studies
(RMP) and Post Marketing Surveillance (PMS) Vaccines Adverse event following immunization (AEFI) is
critical for success of any immunization program. AEFI surveillance system in India for the vaccines
delivered through ‘universal immunization program (UIP) of government sector 1s now a decade old, but the
reporting remained suboptimal. AEFI is defined as a medical incident that takes place after an immunization,
causes, concerns, and is believed to be caused by immunization. Global (US) we have the Vaccine Adverse
Reporting System (VARES ) a vaccine safety surveillance program co-sponsored by the Centre for Disease
Control and Prevention (CDS) and the US-FDA. VAERS is a post-marketing safety surveillance program,
collecting information about adverse events (possible side effects) that occur after the admimistranon of
vaccine licensed for use in the US.
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Template for Designing Model for Screening of the Effect of The PPCPs n Terrestrial Environment

Syed Shariq Nacem
Senior Resident, Department of I’hurmaculugy,

Maulana Azad Medical College, New Delhi
Pharmaceutical and Personal Care Products (PPCPs) and their me
chvironment. They induce damage to biological life forms everywhere including air, water and land. The
known effects are just the tip of the iceberg, with majority of the effects of PPCPs and their metabolite
(produced during interaction with physical and biological environment) are still unknown. At present there
arc no models to assess the effect of PPCPs in the terrestrial environment.  Designing a model for
ecopharmacology studies is always a challenge as it has to take into account the diverse food chains and their
mlcract’un with biological and physical environment. Therefore, we devised a template for designing the
model for a particular food chain of a given environment. The template consists of 3 generation model of a
laboratory animal with its interaction with the local niche. The drug is introduced into the system through
water supply and the urine as well as excreta of the animal is then used to grow small herbs. These herbs
serve as food for the second species of animals (which also includes the pregnant animals -3" generation).
The samples of soil, urine, excreta, herbs etc. are analyzed by using HPLC for drug and different metabolite
Ig\'cls. The levels are then compared with the pre-drug readings. The system is carefully evaluated for
dyffcrenccs in levels of drug and appearance of new metabolite with reference to clinical, biochemical or
histo-pathological anomalies in the test animals. This template model can be modified according to different

food chain in a particular geographical region and gives us a tool to conduct more comprehensive
ecopharmacology studies.

tabolites have a wide range of effects on

Pharmacometabonomics: Role in Personalized Medicine and Pharmacovigilance

Geer Mohammad Ishaq

Senior Assistant Professor, Department of Pharmaceutical Sciences, University of Kashmir
Correspondence: ishaqgeer@gmail.com

In order to improve the quality, safety and efficacy of medical treatments, pharmacotherapeutic regimens
need to be tailored in accordance with the pharmacokinetic and pharmacodynamics characteristics and
personalized needs of individual patients. A primary goal of personalized medicine is to provide the best
medical treatment for each individual patient by determining which drug will have the best efficacy and the
least toxicity and/or adverse effects. Furthermore, understanding inter-individual variations of response 10
drug treatment, especially in patients with potential adverse reactions, might lead to biomarkers that can be
used to predict the low incidence of idiosyncratic toxicity. So far medical treatments have been based on
epidemiological studies of large patient populations, without taking into account an individual's genotypic
as well as phenotypic variability. As a consequence, drug therapy often fails to be curative and may on the
contrary produce substantial adverse effects. As such, there is need to evolve to a more individualized
approach.

There s increasing recognition of the limitations of the pharmacogenomic approach, which does not take
account of important epigenetic, endogenous and environmental influences, such as nutritional status, the gut
microbiota, age, latent discase and the co- or pre-administration of other drugs. These and some other factors
hike gender, physical activity, hormone, and stress levels modify the metabotypes of both individuals and
populations and hence the prevalence and risk of discase. Therefore analyzing metabolites (.smal‘l molecules
<1 kDa) in body fluids such as urine and plasma using various spectroscopic methods provides mfommanor‘l_
on the metabotype (metabolic phenotype) of individuals or populations, yielding a top-down “systems level
readout of the biochemistry, physiological status, and environmental exposure of individuals and populations
that can be exploited in personalized medicine and minimization of risk dule to ADRs. Metabohsm-dnven
approaches enshrined under Pharmacometabonomics can therefore prove highly tractable as they combine
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SADR Reporting made easy- “ADR Reporting” app for INDIA.
Sachin Kuchya
Associate Professor, Department of Pharmacology, NSCB Medical College, Jabalpur
sachinkuchya(@yahoo.com

Every drug & its formulation may cause a known effect, Adverse drug reaction or an unknown one, Suspected
Adverse drug event. Worldwide, Pharmacovigilance programes are being run, for their detection, causality
assessment, risk evaluation & their mitigation strategics (REMS) planning, as WHO lntcmgnonal drug
monitoring programme, since 1968. For a conservative estimate of 10 billion-year exposure of ‘drugs or its
formulation, to mankind, these programmes have been able to detect only around 10 million Individual case
salety reports (ICSRs), till October 2014. This comes down to 0.001% of case detection rate. We, are also
having a nationwide, Pharmacovigilance programme of India (PvPI) since 1996 & we are categorized along
with numerous other countries as, LMIC (Low & Lower middle income countries) group in WHO database.
This group, which fepresents more than 33% of world population has contributed around 1.8% of data in
terms of worldwide contribution in VIGIBASE. An important reason, behind is low level of awareness &
paper-based data collection, most of which is lost in files & courier. I have conceptualized & was able 10 get
an android mobile based application, “ADR Reporting” app built upon, to overcome this impcdimgm.
Suspected Adverse Drug Event or Reaction reporting, now being paperless, can be submitted to appropnate
database instantaneously. Nationwide promotion & utilization of this app, will improve the Quality as well
as the volume of ICSRs, tremendously. We will be able to design & implement better REMS, stimulate more
research & increase our share in Global database, in a significant manner.

Animal Simulator ... Animal experiments simplified

Dr. Varun Gupta

Head of Content Education Solutions | South Asia
Elsevier Health Solutions Elsevier

Animal Simulator (www.animalsimulator.com) is an educational software package which simulates animal
experiments to help students remember, understand principles of physiology and pharmacology. It is
Computer Assisted Learning package which simulate animal experiments in Physiology and Pharmacology.
These programs can be used to demonstrate physiological and pharmacological effects on different animal
systems. The package is user friendly, highly interactive and full of animated sequences which make
simulation appear realistic.
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PS 1.

Comparison of Adverse Drug Reactions of a Fixed Dose Combination of Sitagliptin and Missfucare
with the Individual

Drugs — An Evidence Based Study
Krunal Dalal, Alpa Gor, Barna Ganguly

Department of l’hurmucnlugy. Pramukh Swami Medical College, Karamsad, Gujarat

Aims &.Ohj_('ctives: The aim of thisg study was to assess the safety of a fixed dose combination sitagliptin
and metformin in comparison with respective individual drug in treatment of type 2 diabetes.
Melhodolugy: PUBMED indexed publications from 2005 onwards were searched for assessing adverse drug
reactions of the above drugs in type 2 DM patients with {rcatmcnt‘duratiun of 12 weeks to 2 years. It was an
extensive review of literature where data were primarily collected from full papers on RCTs and meta-
analysis on type 2 DM tr

. A _ ' cy!cd with metformin (500-1000mg), sitagliptin (50-100mg) or their combination
drugs metformin+ sttagliptin (50071000 +50/100mg).

Resulll& conclusion: The ADRs of FDC of metformin & sitagliptin were assessed in comparison with
respective individual drugs, The adverse effects of only Metformin reported by studies were GIT related, like
diarrhea, nausea, vomiting, abdominal pain & flatulence. Out of that diarrhea was found to be significant
(27% - 33.3%).As compared to metformin, the incidence of diarrhea in different studies of FDC were found
to be less (2.30% - 17.9%). 2 studies showed pancreatitis being the significant (2.2% - 8%) ADR caused by
sitagliptin alone whereas none of the FDC studies highlighted such ADR.4 studies highlighted
ﬂast)phamgltis as one of the significant ADR (10%) caused by sitagliptin alone, whereas in FDC with
Mcttqrmm incidence was found to be 4%.Hypoglycemia (1.7%) was reported with FDC metformin +
srtaghptm, whereas none of the articles on sitagliptin or metformin alone mentioned of hypoglycemia. The
causality of any ADR has not been established in any of the papers. There was no report of any other side
effects like reduced vitamin B12, lactic acidosis due to metformin, sitagliptin or FDC. So from currently
available evidences, FDC of metformin + sitagliptin is found to be well tolerated and safer than individual
drugs. From pharmacovigilance point of view the authors find that these issues are not well addressed in such
evidences though the sample size is small. As a result an important area in ADR reporting is missing, which
calls for robust monitoring and reporting of ADR to capture the actual data.

PS 2.

Adverse effects of topical corticosteroids: A cross-sectional study
Khan W', Kannan S', Bhardwaj A2, Rathore BS?, Khosla PP’
Departments of Pharmacology' and Dermatology?,
Subharti Medical College and Hospital,
Delhi-Haridwar Bypass road, Meerut — 250005. Uttar Pradesh.

Introduction: Corticosteroids are one of the most commonly misused drugs by all routes of administration

and are associated with a wide spectrum of adverse effects. The present study was undertaken to assess the
adverse effects of corticosteroids on skin and skin structure.

Methods: The present study was a cross-sectional study undertaken between April and October 2014
following approval from institutional ethics committee. Following details were collected and compiled from
the study participants: Demographic details, drug related (name, dose, route, strength of the formulation in
case of topical), adverse effects (nature, site and causality assessment with the suspected drug). Descriptive
statistics was applied for analysis of all the categories.
Results: A total of 100 participants were recruited during the study period with a mean (SD) age of 27.84
(13.21) years with 55% males and 45% females. The most commonly administered corticosteroid was
betamethasone (65%), followed by clobetasol (25%), triamcinolone (5%). hydrocortisone (4%) and
beclomethasone (3%) and they were administered as creams in majority of the patients (94°%). The most
common indication for administration includes acne (46%), followed by Tinea (40%), Urticana (2%) and
Meclasma (2%), others include Perioral dermatitis (1%) & Ochronosis(1%). With regard to the topical
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apphcation, 54% had used the cream at dose of 0.10% and 35% at 0.05%. Two-thirds (66%) of the patients
were advised by private practitioners while the rest (34%) were given the drug over the counter from
pharmacy stores. Adverse effects that were observed include acne (43%), tinea (41%,), acneiform eruptions
(13%), striac (5%), hirsutism (5%), atrophy (3%). WHO causality assessment of all the adverse drug
reactions showed probable association. Face (59%) tops the list among anatomical sites followed by gron
(34%), chest (8%), arm (8%), back (5%), and waist (5%).

Conclusion: Rampant irrational use of corticosteroids leads to many dermatological conditions that warrant
potential medical treatment. Prescription and availability of corticosteroids should be restricted for public
use and should be banned as an over the counter medicine. More sensitization is required for the medical

fraternity with regard to the ill-effects of corticosteroid use.

PS 3.
Spectrum of Dermatological ADRs at a Tertiary Care Hospital

Kaur GG, Mahajan B, Kaur G, Kaushal S

Department of Pharmacology, Dayanand Medical College and Hospital, Ludhiana- 141001, Punjab
Corresponding email: kgurpreet343(@gmail.com

Aim / Objective: To determine frequency of dermatological ADRs and to establish causality.
Methods: This concurrent, observational study was carried for duration of one and a half year 1.¢. from
March 2013 to September 2014 and patients were enrolled from different departments. Data regarding patient
demographics and ADRs were collected by patient interviews, collaborated by information in respective
patient file. It was entered in CDSCO ADR reporting form. Causality was assessed by WHO causality
assessment scale. No changes in treatment decision, schedule or duration were made as part of study
Results: A total of 110 ADRs were reported in 100 patients (45 males, 55 females). The most common ADR
noted was rash (28.18%) followed by itching (24.54%), anaphylactic reaction (14.54%), Steven Johnson
syndrome (10.90%) and miscellaneous (21.81%). Drug most commonly prescribed was Phenytoin (10%)
followed by Ciprofloxacin (6.66%). The most common diagnosis noted was Diabetes mellitus (12%)

followed by Epilepsy (9%). Most of the ADRs were probable (85%).
Conclusion: Most common dermatological ADRs seen with prescribed drugs were rash and itching along

with serious ADRs like anaphylactic reaction and Steven Johnson syndrome. So continuous

PS 4.
KAP Study on Safe Injection Practices in a Tertiary Government Hospital

Ashish Maheshwari, Kamran Afzal, Shaad Abqari, Shaukat Ali
Department of Pediatrics, Jawaharlal Nehru Medical College, A.M.U, Aligarh

Background: Unsafe injection practices and waste disposal are well-recognized sources of serious blood-

borne infections in health care-settings.
Objective: A Knowledge, Attitude and Practices study was designed to assess injection practices in this

tertiary level teaching hospital.

Methods: Knowledge was assessed using a questionnaire and attitude and practices were observed
subsequently on nurses and trainee resident doctors working in different departments of the hospital. A total
of 90 participants were assessed, including 50 residents and 40 nurses and their responses were noted and
analysed. Study design: Cross-sectional.

Results: Only 24 (27%) resident doctors and nurses knew how to correctly draw injectables from vials with
aseptic precautions.29 (32%) believe that injectables may be drawn at bedside rather than at a predesignated
station. As many as 30% believe that intravenous cannula should be placed at patients” bedside rather than
an appropriate procedure room, and 31 (34%) think it is enough to clean the site with spirit and betadine. The
knowledge level did not correlate with the level of training or years of experience. Observation rey caled
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Conclusions: There 15

viders in this hospital

signitics | y o
gnificant deficiencies n safe injection practices in larger number of purnup.mts.
jaisical

serious lack of knowledge regarding safe injection practices among health care pro
Moreover in many instances knowledge is not converted into appropriate practice, oy smiggs
atitude. The deficiency in knowledge and practices is largely unrelated to the level of training, years of
practice or place of posting.

PS 5.
\'ancumycin induced Stevens Johnson’s Syndrome
Adil Ali Mahmud, Mohd Azam Hascen, Shafi A Rizvi, Mohd. Haneef Beg
Department of Cardiothoracic surgery, INMC, AMU, Aligarh

Introduction: Stevens - Johnsons Syndrome (SJS) is a rare autoimmune condition usually affecting the skin
'ﬁl‘:(')]r‘:‘:m F“‘cmh’m"”s- Multiple pharmacologic agents to viral infections have been implicated - c“‘*’l"g“_"]

s for its development. We report the case of a 3 year girl with right sided post pneumonic pyothorax
developing SIS during the course of her treatment with vancomycin .She responded after stopping the
offending drug and her cruptions healed gradually. _
f‘xlthough several classification schemes have been reported, the simplest classification is as follows L.
Stevens-Johnson syndrome: A minor form of toxic epidermal necrolysis, with less than 10% body surface
area (BSA) detachment; 2. Overlapping Stevens-Johnson syndrome/toxic epidermal necrosis: Detachment
of 10-30% of the BSA; 3. Toxic epidermal necrolysis: Detachment of more than 30% of the BSA.Various
pharmacological agents like Vancomycin, NSAIDS, sulphonamides, anti-epileptics and anti-psychotics have
been implicated in causing SJS as are immunocompromised state and viral diseases like HIV and herpes.
Case Report: A 3 year old girl presented with fever and difficulty breathing from the last 3 weeks. She was
diagnosed as a case of Right sided pyothorax and an Intercostal Chest Tube was placed (ICT). She was started
on intravenous vancomycin and amikacin. Initially her symptoms improved but after 4 days of therapy she
started developing perioral ulcers with fever of moderate to high grade. Her antibiotics were upgraded to
meropenem along with vancomycin and her counts were repeated which showed a decreasing trend with
neutropenia. Her oral ulcers and fever did not improve and she was diagnosed as a case of SJS All
intravenous medications were stopped and she was started on oral linezolid with triamcinolone ointment and
mouth wash for the perioral ulcers. Her fever improved within 24 hours and her ulcers started healing within
3-4 days. Her ICT was removed after radiological evidence of lung expansion and she was discharged in
satisfactory condition.

Conclusion: Stevens- Johnson syndrome although a rare autoimmune disease is a milder form of Toxic
Epidermal Necrolysis, its urgent recognition and stopping the offending drug is necessary for its effective
management. In patients receiving vancomycin who develop eruptions possibility of SIS or its variants

should always be kept.

PS 6.
Monitoring of Adverse Drug Reaction with Special Reference to Detoxification of Unani Drugs

Abdur Rauf, Abdul Latif

Department of Ilmul Advia,
Faculty of Unani Medicine, Aligarh Muslim University, Aligarh, India
Corresponding Email: abdurraufmd(@yahoo.com

Unani Medicine is based on Greek philosophy which believes in the humoural theory that presupposes the
presence of four Akhlat (Humuors), having different Mizaj (Temperament). It is holistic approach to the
healing of disease that believes in restoring balance to the physical, mental, emotional and spiritual aspects
of man, using lifestyle modification, dict and medicine to have an effect on cure. The adverse reaction to the
ingestion of certain drugs have been known since ancient times and wide spectrum of diseases mvolving
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virtually every system in the body have been ascribed to certain drugs (also known as iatrogenic artifact)

l'o protect from the undesirable effects, Unani physicians had suggested a proper reasoning in the method of
preparation of drugs, including a rationale combination of various ingredients, method of administration.

various preservatives, indications and contraindications in different situations and adverse drug effect profile
such as adverse drug-drug or food-drug interaction. Moreover Muslehat (Correctives) to the drugs had also
been used since a long time to minimize the unwanted effects of drugs and the processes of Tadabeer
(Detoxification) were employed to reduce the adverse drug reaction in Unani Medicine. The details of these

aspects would be discussed in the present paper.

PS 7.
Fixed Drug Eruption Due To Omeprazole: A Case Report and Review of Literature

Abhay Joshi', Satish Chandel?, Narendra K. Singh?®, Arun Srivastav*
'Department of Pharmacology, Gandhi Medical College, Bhopal (MP)
*Department of Pharmacology, AIIMS, Bhopal (MP)
‘Department of Dermatology, Gandhi Medical College, Bhopal (MP)
“Department of Pharmacology, Gandhi Medical College, Bhopal (MP)
Corresponding Email: meetabhay05@rediffmail.com

Background: A Fixed Drug Eruption (FDE) characteristically represents a skin lesion that recurs at the same
site or sites each time the offending drug is administered. It is one of the most common patterns of cutaneous

adverse drug reaction in Indian patients.
Objectives: To report a case of Fixed Drug Eruption due to Omeprazole.
Methods: The causality assessment was carried out using the Naranjo's ADR probability scale and WHO

UMC Causality Assessment Scale.
Results: Causality of FDE due to omeprazole is probable according to WHO UMC causality assessment

scale while probable/likely according to Naranjo’s ADR probability scale.

Conclusion: Fixed drug eruptions commonly occur due to antibiotics, analgesics and anticonvulsants.
Rarely, Omeprazole is implicated as a cause of FDE. There are only 3 cases reported till date. This case is
reported for its rarity and to create awareness among the physicians regarding one of the rare ADR of a

seemingly innocuous drug.

PS 8.
Patient Safety Enhancement through Pharmacovigilance

Rangeel Singh Raina, Priyanka Singh, Vijay Thawani, Deepak Parihar
Department of Pharmacology, V.C.S.G.G.M.S.R.1, Srikot, Uttarakhand.

Corresponding email: rainarangeel(@gmail.com

Background: Patient safety can be enhanced by minimizing the incidence, decreasing the impact of adverse

events and maximizing the recovery from them, under pharmacovigilance program.

Objective: To improve the safety of patients through effective pharmacovigilance program.

Methods: Second professional medical undergraduates were trained in ADR reporting from our tertiary care
hospital. ADR data from Jan 2012 to Sept 2014 were evaluated. During this period, medicine safety
information and updates were sent to clinicians, nurses and pharmacists in regular bulletins and email alerts,

and then improvement in patient safety was assessed.
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Results: Total 179 ADRs were reported by the trained medical students in three years. Maximum ADRs
werean the e group of 2 40 years (36%) and 41-60 years (34%). Medicine department reported maximum
umber of ADRs (33 %), followed by I)urmnlulnyy (15%) and Surgery (8%). Oral (46%) and 1V routes
(35%) were commonesy foutes of ;ulnmmlmlmn uu;\lnp ADRs. Most of the ADRs were reported with the
antimicrobials (57%,) tollowe by NSAIDy (13.4%,). M,,.,, of the reported ADRs were dermal (57%),
ollowed by gastrointestinal system (| 7%) and CNS (18%). ( ausality assessment by Naranjo's scale showed
!l|lul most of the ADRs were ol probable (56,98%,) relationship, and most were “Type A' (78%) ADRs.
Conclusion: | ranmg and involvement of medical umlcmrmlt;ulus strengthened the ADR reporting system
and improved ADR reporting by the cliniciany in ourinstitute, Regular, periodic apprising of medicine safety
information to clinicians certainly enhances patient safety through safe medicine prescription. The hands-on
tramning in I"""""iit"ngllimcc o medical students and stut'l'will-gn a long way in patient safety.

PS 9,

A Study on llypcrscnslllvlty Reactions of Injectable Iron in Antenatal and Postnatal Patients
Neha Jain, Seema Hakim, Nasreen Noor, Kalpana Baghel
Department of Obstetrics and Gynaccology,
Jawaharlal Nehry Medical College and Hospital (JNMCH),
Aligarh Muslim University (AMU), Aligarh, U.P.

Aim and Objectives: To evaluate the safety and adverse hypersensitivity reaction profile of injectable iron

sucrose in antenatal and post natal patients with moderate anaemia.

Material and Methods: 70 antenatal (2" and 3" trimester) or postnatal women with hacmoglobin 7-9 gm%,

without any other comorbidities were selected randomly and were given intravenous iron sucrose as per the

deficit calculated, They were followed for the hypersensitivity reactions. Adverse effects were categorized

into 4 grades according to Ring and Messmer classification.

Results: 24.3% patients developed adverse reaction out of which 7% patients developed local reaction at

intravenous cannula site. 14.3% of the patients developed Grade-I adverse reaction which subsided without
any treatment. 2.8% patients developed Grade-1] reaction all of them required urgent medical measures and
close monitoring apart from discontinuation of the drug. Most of the Grade 1 & I reactions occurred just
after initiation of infusion. None of the patients required ventilator support or intensive care. None of the
patients developed Grade-111 and IV reaction.

Conclusion: Injectable iron sucrose is a safer and well tolerated drug with less number of adverse
hypersensitivity reaction most of which are of milder grades. Thus injectable iron can be the preferred
alternative over oral iron in antenatal and post natal patients who are cither noncompliant or cannot tolerate
the gastrointestinal side effects of oral iron. It also decreases the need of blood transfusion. Furthermore.,
larger clinical trials are needed to draw a conclusion.

PS 10.
Lamotrigine Induced Fulminant Hepatic Failure

Khanna J, Mathur R, Mittal N, Gupta MC
Department of Pharmacology and Department of Medicine,
Pt. B.D. Sharma, PGIMS, Rohtak, Haryana.

Introduction: Lamotrigine is indicated for management of seizures either alone or in combination with other
anticonvulsant agents, Adverse effects with it are usually mild. Less than 1% of subjects show deranged
LFTs during long therapy. Lamotrigine induced hepatotoxicity is rapidly reversible within one to two weeks
of stopping the drug. However, prolonged exposure may result in irreversible, rapidly progressive liver
failure.
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Case Report: This s a case of 22 yrs. old male with past history of seizure disorder and was on treatment
with sodium valproate 500 mg BD for 3 years but because of recurrent seizure attacks he was shified to tab.
Lamotngine. After 2 months of lamotrigine therapy, he was brought to hospital in unconscious state and was
found to have diffuse maculopapular rashes. Biochemical investigations revealed deranged blood urea, serum
sodium, liver function tests, serum bilirubin and prothrombin time. Based on clinical signs suggestive of
hepatic encephalopathy grade-4, coagulopathy and hyperbilirubinemia, diagnosis of fulminant hepatic failure
was made. Clinical status of the patient did not show any improvement and on fourth day of admission patient
succumbed 1o his illness.

Discussion: Lamotrigine induced rash and hepatotoxicity is a hypersensitivity reaction to the drug protein
complex. Incidence of hepatic failure with lamotrigine is very rare. According to WHO causality assessment
scale, the association of fulminant hepatic failure with lamotrigine was possible in this case. _
Conclusion: Fulminant hepatic failure with lamotrigine is unusual presentation. Cases of lamotrigine
induced fulminant hepatic failure should be adequately reported for proper assessment of incidence.
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O 1.
Risk & Benefit of Nanotechnology in Human & Health

Anand Shukla, Sunita Singh, Shahnaz

SIMS, Anwarpur, Hapur (UP)

Introduction: The Furopean Science Foundation (ESF) had defined nanomedicine as the science and
technology of diagnosing, treating and preventing discase and traumatic injury, of relieving pain, and
of preserving  human health using molecular tools and molecular knowledge of the human body. ESF

nanodevices,

identified five main areas: (i) analytical tools, (ii) nanoimaging, (iii) nanomatenals and
drug delivery systems and (v) chinical, regulatory and toxicological

risk

ISSUCS.
Risk Management: Calls for more toxicological information that will help to  protect  workers’
Characternization, FExpo- sure

assessment  paradigm, consisting  of Hazard Identification, Hazard
Assessment and Risk Characterization for  Whome are working with Nano factories & Nano Products.

Nano toxicology should started immediately in medical products and medical devices for assessing risk
in humans as well as animal experiments and in Hazards charactenzation as

by Nano particles

Epidemiological studies  for workers ,consumers, exposed population, in vivo studies for route of
administration , acute, chronic in different species with in vitro studies in human/animal, different cell types
Models lung, skin, systemic etc. Other studies may direct to biomaterials cellular growth, cell behaviors and
influenced by nano chemical. It should be made mandatory to prevent exposure by appropriate precautionary
measures. regulations and by practicing best industrial hygiene to avoid future horror Nanotechnology.
nanomedicine and nanotoxicology have bright future with multiple applications in many areas

Nanotoxicity provides for the necessary safety assessment of nano-enabled products.
Methods: First find out exposure and uses for various route of exposure via dermal, parental, inhalation.

ingestion, implantation, dermal. Recently Nano crystalline silver is as antibacterial may influence

(1v)  novel therapeutics  and

inflammatory response and cellular toxicity.

So biomaterials and implants have reactionary process differently than large molecules and tissue necrosis
and healings should be assessed. In addition its inherent toxicity, dosage uptake pharmacokinetics and
pharmaco dynamics so physicochemical composition in Nano particle may have different effect over

different biological compounds like endotoxins.
Discussion: It was observed that Nano particles damage the epithelial tissues of lungs and effect over

immunity on Ig E in animal model system of oral burning allergy and induced toxicity in endothelial cells
by induction of pro inflammatory cytokine IL8. Carbon tube exposure cause oxidative stress and cellular

toxicity for dermal tissues.

Conclusion: We here only discuss about only Nano drugs not all nanotech worlds as they also effect to
human by inhalation. Observations with several chemicals show that nano chemicals are more toxic than
large particles. So further ethics and assessments should be done before making it popular it can cause

silent damage to death of human.

02.
Prescription Pattern in Dermatology Out Patient Department of A Tertiary Care Rural Teaching
Hospital in Central Gujarat

Ankit Gupta, Heena Shah, Nirav Patel
Department of Pharmacology, S.B.K.S MI & RC, Sumandecp Vidyapeeth, Pipania, Vadodara, Gujarat
Background: Skin discase refers to disorders exclusively of the superficial layers of the skin. The

commonest skin disorders seen in developing countries are infectious diseases, eczema, allergies and
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scabies, but they h:
. ave CN reg; ignifi it f
measures. Most skin ’l‘ml been regarded as a significant problem that could benefit from public health
Alme: To study the P,.( :\L‘nsufs are chronic and require lifetime treatment.
: , escription patterns in th | i ’ -. i
m ' 1e Dermatology Out Patient Department of a Tertiary Care Rura
Feaching Hospital in Central Gujarat sy Ou patient e | |
f study carried out at Dermatology Out

Mate ] » .
l’ul|c‘r:iall;u::::,:::,:h':()’;:;,-.lt' |.\( .:1.prc-mpcclivc';md observational type o
collected and ;nuthL‘«l for lcli'ru :k"c,'fll Hospital, qunduru (Gujarat) from where 250 prescriptions were
Results: A total of 250 prcqcr‘g use d.lld cost analysis using statistical methods and WHO drug use indicators
prescription, 'l'upicul‘ dru Nl (6 LDE;;ms were analyzed from 200 patients. Average dmgs prosciibec wese 2'.39
drugs were mostly in L‘Ull%l‘)il ?".’ /u)jwcrc most commonly prescribed than systemic drugs (37.3‘{/.,;..T0p1cal
Antihistaminics (33.62%) l‘dllon (26.66%) fo.llowcd by antifungals (20.51%) and :,:l‘cronds (17.44"/}:) alone.
il (20.69'3 ..,)' ],;‘,4;2;1"“)'“]), prescrl_bcd systemically followed by a'mltungal's ( 22.41 %) and
(15.22%) were leas » ML 385 Instances high potency steroids were prescribed while mll’d potency
N s prescribed. Average cost of drugs per prescription was found to be 196.74 INR. A great
majority of drugs were prescribed in brand names P
Conclusion: Topical drugs more commonly prescribed and higher preference for brand names was observed.

0 3.
Munchausen Syndrome in A New Perspective - A Case Report

Mohd Asrarul Haque, Md Mojahid Anwer, Faiz Ahmad, Munawwar Husain, Jawed Ahmad Usmani
Department of Forensic Medicine, Jawaharlal Nehru Medical College, AMU, Aligarh

A 17 year old, adolescent male was treated at Jawaharlal Nehru Medical College, Aligarh, for reason of drug
ingestion. It was discovered that he took 35 tablets of Alprazolam 0.25mg. Past history revealed that he had
demonstrated such behaviour on several other occasions (4-5 times). This case merited attention simply for
the reason that there is a variance between motive-induced self-harm and pure desire to commit suicide. This

case qualifies to be called “Munchausen Syndrome” as the events unfolded in the paper.

0 4.
Sleep Disorders related to Antidepressant drug use

Farhan Ahmad Khan, Kirti Vishwakarma, Vishal P Giri, Chitrak Bansal
Department of Pharmacology, Teerthankar Mahaveer Medical College, Moradabad.

Background: Prescription of Antidepressants has been increased from the last decade. Also. they are
responsible for producing so many ADRs such as dry mouth, blurred vision, weight gain and drowsiness.
sleep disorders. Sleep disorders can generally be divided into 3 large groups: (1) insomnia, (2) those with a
primary complaint of daytime sleepiness, and (3) those associated with disruptive behaviors during sleep—
the disorders of arousal. So, active surveillance is needed to assess these ADRs.

sleep disturbances as an adverse drug reaction (ADRs) of various

Aim and Objective: To analyze the
antidepressants prescribed to the patients attending the Psychiatry OPD at Teerthanker Mahaveer Medical

College & Research Centre.
Materials and Methods: The data were collected from the Red ADR boxes in the department of Psychiatry
bad, U.P. The patients, who were prescribed antidepressant drugs for a

OPD at TMMC & RC, Morada
tion of 10 months (Dec, 2013- July, 2014) were included in the study.

dura
Results: Total number of patients enrolled on the basis of inclusion and exclusion criteria = 50
Total number of ADRs = 65

nces as ADRs = 28

Total no of patients with sleep disturba
Conclusion: The drug most frequently implicated to cause sleep disturbances was Mirtazapine.
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:-lu reased sleep was the commonest ADR found to occur. Unusual ADRs such as sleep talking was also seen
\ - » . - < . . | .
OWEVEr, we assume that more robust reporting is needed as this shall enable us to detect the category of

sleep disturbance, based on polysomnography.

05,
Recent Trends in Pharmacovigilance

Deepak Parihar, Heenopama'Thakur, Vijay Thawani, Ashwini Singh
Department of Phannucology. chr Chandra Singh Garhwali Govt. Medical Science and Research
Institute, Srikot, Pauri-Garhwal, Uttarakhand - 246 174

Objective: To share recent updates in Pharmacovigilance (PV) at international, national and our

mstitutional level.

\I'aterial and methods: The international updates were taken from WHO's Uppsala Monitoring Center
ll_ MC) ‘and World Health Organization (WHO) websites and publications featuring India’s contribution to
WHO-UMC. The ADR data from WHO Global Individual Case Safety Reports (ICSR) Database System
was used to understand the Signal analysis and detection.

The national updates were taken from Central Drug Standard Control Organization (CDSCO), Indian
Pharmacopcia Commission (IPC) and National Coordinating Center Pharmacovigilance Program India
(NCC-PvPI). Recent guidelines by Medical Council of India for recognition of medical colleges emphasizes

the existence of pharmacovigilance unit.
The institutional updates were taken from our Adverse drug Monitoring Centre (AMC) started from Dec

ZQIZ. in Department of Pharmacology, VCSGGMSRI, Srikot, Pauri-Garhwal, Uttarakhand. Strengthening
of ADR reporting in the AMC centre was done by Sensitizing Medical Undergraduate Students for ADR

Reporting (SMUAR) and clinicians in improving patient safety. Periodic circulation of Newsletter
Pharmacovigil Garhwal, Uppsala Updates, WHO newsletter and e-circulation of pharmacovigilance updates

was done.

Conclusion: Pharmacovigilance unit of VCSGGSRI, Uttarakhand is functional in geographically remotely
located medical college yet is updated with recent developments in PV and has submitted ADRSs reports on
the vigiflow software contributing to global safety database. Our PV inputs are positively focused to deliver

better patient safety.

0 6.
A Prospective Study of Prescribing Pattern of Drugs in NICU, Basaveshwar Teaching and General
Hospital, Gulbarga, Karnataka

Gavathri.A, Patil.B.V, S.H.Vardhamane, Santosh k Jeevangi, Ashok Binjawadgi. Anand Kanaki
Department of Pharmacology, M.R.Medical College, Gulbarga, Karnataka, India

Objective: A modern NICU (Neonatal Intensive Care Unit) is a microcosm of its own. A greater number of
infants at smaller gestational age and weight require high-dependancy care at a tertiary care hospital with a
good NICU setup. This calls for critical review of the drugs prescribed in NICU. The objective of this study
was to evaluate the prescription pattern in terms of rationality of prescription in the NICU of a tertiary care
hospital. It is also intended to monitor the adverse drug reactions during the study.
Materials and methods: A prospective analysis was performed for in-patient cases of neonates (aged 1-
28davs) admitted to the NICU (from April2014 to June 2014) in Basaveshwar Teaching Hospital, Gulbarga,
Kam;naka. The total number of neonates studied was 100. The data was analyzed for the dcmogmphlcs.
indications for admission, average duration of NICU stay, various drugs prescribed and outcome of therapy.
low birth weight and

of the neonates were preterm whereas 34% were A
¢ of admission to NICU was hyperbilirubinemia

drome). Intravenous fluids (94%0) and
1 was the most common

0/

Results: In the present study 34%
16% were very low birth weight babies. Commonest caus
followed by neonatal sepsis and RDS (respiratory distress syn Intra
antibiotics (94%) were the most common groups of drugs utilized. Netilmicn
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oo conates received oxygen whereas 30% received phototherapy Average number of
drugs prescribed Per patient was 5.3. In our study 74% of the neonates improved while 8% were referred to
Ingi‘n_-r center, 2% were readmitted 9° o discharged against medical adﬁcc and 7% expired. One neonate had
IUGR (intrauterine growth retardation) as an adverse cﬂ'écl of maternal corticosteroid intake and one neonate
hf‘d "C“'f renal failure due to maternal aminoglycoside antibiotic intake.

( tmcl'us_‘wn‘: Polypharmacy is a common entity in pediatric prescription. Evidence based antibiotic

prescribing is helpful in prevention of resistance and decrease thcra[;culic failure. Safe use of oxygen and
intravenous .ﬂuids remains as the need of the hour to enhance ;;urvivai rate and decrease infant mortality rate.
kur:jhgr;}rﬁgs are required to assess the cause for mortality in. neonates and pharmacoeconomics of the drugs
used in .

07.
Drug Utilisation Study of Antidiabetic Drugs in an Urban Population

Heena Shah, Ankit Gupta, S.K.Date

Department of Pharmacology, S BK S & MIRC, Sumandeep Vidyapeeth, Piparia, Vadodara, Gujarat

Background: Dizllbetes mellitus is a group of metabolic diseases in which high blood glucose levels results
either because of inadequate insulin production, or because the body's cells do not respond properly to

insulin, or both., Early and prompt management is necessary to prevent complications. B
g and dispensing patterns of antidiabetic drugs prescribed by physicians and

Aim: To study the prescribin
consumed by the patients near the Race Course area in the city of Vadodara.

Mate-riflls and Methods: A prospective, observational and non-interventional study was carried out by
¢xamining total dispensing of antidiabetic drugs during one month in an urban pharmacy outlet. Over-the-
d in treatment of diseases other than diabetes were excluded. The study was

counter drugs and drugs use
y the Institutional Ethics Committee of Sumandeep Vidyapeeth.

initiated after getting approval b
Results: It was observed that total cost of antidiabetic drugs sold was INR 46204. A total sale of oral

hypoglycaemic agents (OHA) was more than insulin. A total volume of OHA sold in a urban population over
a month was 4711 units, including individual drug(s) or Fixed drug combinations (FDC). Amongst oral

hypoglycaemic agents, biguanides (38.87%) and sulfonylureas (27.17%) had largest sold volume.
Conclusion: Biguanides were most commonly prescribed antidiabetic agents. Polypharmacy is growing

concern. It should be strictly watched for.

08.
Pre-donation perceptions of adverse events in population of Mewat, Haryana: A limiting factor in
blood donation
Imran M', Amir M?, Naqvi H?, Naaz S*, Sharma RAS, Ali S°, Faiyaz MA®, Sharma P"
'Department of Pharmacology, Shaheed Hasan Khan Mewati Govt. Medical College, Nalhar, Nuh, Mewat.
Haryana - 122107,
? Department of Physiology, SHKM Govt. Medical College, Mewat, Haryana,
3Jamia Hamdard University, New Delhi,
“Hamzah Imran Medical and Educational Trust (HIMAET), NGO. New Delhi
SEmergency Department, S.H.K.M. Govt. Medical College, Mewat, Haryana,
®Department of Psychiatry, S.H.K.M. Govt. Medical College, Mewat, Haryana,
Corresponding Email: drimran(@aol.in

Introduction: Haemovigilance is needed to modify the transfusion practices for. safe blood donation. One of
the prerequisite is the need of rapid replenishment of the blood stocks usua!ly within 35 to 42 days. However
some arcas are experiencing the shortage of voluntary blood donation due to varied prc-uccupwd
misconceptions including adverse events. T]_1is study was conducted to _ study the preyalcncc of the
apprehensions of adverse events in the population of Mewat, Haryana regarding blood donation
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Material and Methods: A total of 100 voluntary randomly selected participants were taken. A one-time
Ccross sectional questionnaire in Hindi and English was used in the survey. It was given to ea ‘; of thT hyect
o !ll;lrk the pre-framed 15 choices of misconceptions about blood dur;atinn aﬁd g hlf kU ] e "~“"” "?L
provided to write other comments if there are any. G e R
Rf-sulls: I'he weakness of strength that would never be regained was stated by 74% respondents. The orde
of other main responses were 19% for volumetric deficit of blood, 13% for lack of knu\zlcd 3 of aw tr:; .U
;u‘1d 6% ;?anicipanls thought that pain due to prick was the main reason for not donating the ilcmd R
(. onclusion: There is strong perception of adverse events such as an irreversible weakness for .cnmc life
It)l.lf)“'clti by _volumclric deficit of blood due to blood donation in the population of Mewat, Haryana.
Mmg,almn of perception of adverse events through pre-donation haemovigilance may prove imperative for
iral'mng Fransfusiun related policies and increasing voluntary/replacement blood donation in the Mewat
region of Haryana.

09.
A Comparative Study on the Efficacy of Isoflavones for Management of Menopausal Symptoms

Marya Ahsan
Department of Pharmacology, Rohilkhand Medical College & Hospital, Bareilly

Objective: To investigate the effect of soy isoflavones on chief menopausal symptoms in perimenopausal
and postmenopausal women.

Methods: Women between 40 to 65yrs were enrolled, of which 90 were perimenopausal and 90 were
postmenopausal. Baseline symptoms were recorded using the Menopausal Rating Scale (MRS).100mg soy
isoflavone per day was given to patients in each group. Follow up and reassessment of symptoms was done

after 3 months using the MRS.

Results: Mean age of menopause observed was 43.92 yrs. Mean total response score of the perimenopausal
group was 21.44 and that of the postmenopausal group was 20.01. Somatic, psychological and urogenital

subgroup score was 6.2, 9.27 and 5.93respectively in the perimenopausal group. The same for the

postmenopausal group was 5.63, 6.10 and 8.30.
After 3 months of therapy, the total score improved by 17% in the perimenopausal group and by 15 in the

postmenopausal group. Perimenopausal women showed a reduction in psychological sub-scale scores by
32% (p<0.001). 22% reduction in somatic subscale scores observed was statistically not significant.

Urogenital symptoms showed no improvement.
In the postmenopausal women best response was seen in the psychological domain (30%) (p<0.01) in

comparison to the somatic domain (16%) (p<0.05). No improvement was seen in the urogenital domain.
Conclusion: Soy isoflavones were effective for treating the chief menopausal complain 1.e. depression, sleef
disturbance, fatigue and hot flushes in the perimenopausal group. However, it was not effective for managing

the urogenital and rheumatoid complains in the postmenopausal group.

0O 10.
An Overview of Safety and Efficacy of Unani drugs and Formulations in Common Disorders

Mohd Usman' QZ Ahmad? Abdul Mobin Khan' SM Safdar Ashraf’

al Khan Tibbiya College, Aligarh Muslim University,
Aligarh

> Department of Saidla, Ajmal Khan Tibbiya College,

' Department of Tahaffuzi wa Samaji Tib, Ajm
Aligarh Muslim University Aligarh
eda. Unani, Sidha and Homeopatl

of medicine present in India s
he context of diseases, ths

n various systems including Ayuerv
of the ancient systems
). it has enormous record in t

Indian traditional medicine based o
(AYUSH). Unani system of medicine 1s one
centuries. Started by Hippocrates in Greece (460BC
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causes, chinical features, diagnostic method and management. Unani physicians .huvc‘dcscnht‘d =

discases giving patho-physiological changes, symptoms and their treatment in scientific manner _
In Unani Medicine, single drugs or their combination in raw are preferred over cumpoL.md t_urmul;:mms“. €
naturally occurring drugs used in this system are symbolic of life and are gcncra!l){ free frum mdf:-clfct‘“v
Such drugs as are toxic in crude form are processed and purified in many ways before use. The Greek and
Arab physicians encouraged poly-pharmacy and devised a large number of puly-.pharmuccuncal recipes
which are still in vogue. In Unani Medicine, although general preference is for single d““g& compound
formulations are also employed in the treatment of various complex and chronic disorders. Since emphasis
1s laid on a particular temperament of the individual, the medicines administered are suchv as go ug]l “'th the
lemperament of the patient, thus accelerating the process of recovery and also eliminating the risk of drug

reaction,

H-w cvaluation of these drugs is based on phytochemical and pharmacological properties. In L'nanil i

of medicine various plants parts such as stem bark, root bark, aerial root, vegetative buds, lca\'qg_ fyru]ls and

_Iut‘c.\' are used in dysentery, diarrhoea, diabetes, Vitiligo, sinusitis, filariasis, eczema, malaria, jaundice,
infective hepatitis, nervous system disorders, bronchial asthma, arthritis and several other acute and chronic
dlscqscs are some of the conditions where Unani therapies have earned recognition after scientific v avhdutlun.
Medicinal plants are popular in indigenous system of medicine for its hepatoprotective, antitumour,
antidiabetic, and analgesic, anti-inflammatory and antimicrobial properties. The present review is therefore,
an effort to explain some important effect and properties of some Unani medicinal plant in common disorders.
Detail will be discussed in full length paper.

O11.
Ignorance of Physicians Regarding Pharmacovigilance in 21** Century

Bhati N, Khosla PP, Kannan S, Gupta S.
Department of Pharmacology, Subharti Medical College, Meerut

Introduction: Spontancous adverse drug reaction is an important part of overcoming mortality due to ADRs.
There is still a lack of understanding amongst health professionals on this topic like how it functions, what

are the benefits of sharing ADR knowledge, and importance.
Materials and methods: The present study was a cross-sectional questionnaire based survey (validated
questionnaire containing 22 items) followed by training sessions to observe KAP and impact of training and
recording of adverse effects in physicians who were practicing in Subharti Medical college(SMC), Lala
Lajpat Rai Medical College (LLRM), Private Hospital (PH) and Private Practitioners(PP). IEC approval was
obtained for the study. Chi-square test was applied for analysis of categories.

Results: A total of 500 participants (Consultants-152, JRs-304, Interns-44; S-210, P H-105. LLRM-123, PP-
62) were enrolled in the study. Only 3(0.6%) out of 500 doctors were aware of CDSCO ADR reporting forms
(LLRM-2, SMC-1, PP-0, PH-0). Only 14(2.8%) of 500 doctors were informed by medical representative
about the ADR of a new product (LLRM-14, Subharti-0, PH-0, PP-0). Only 39(7.8%) out of 500 doctors
were apprehensive about the litigation or financial loss if they report ADRs (LLRM-39, SMC-0. PH-0. PP-
0). Majority of physicians of all institutions opined that training programs were inadequate. Majority of
physicians opined that under reporting was due to lack of time and training. A total of 496 500 (99.03%%) said
that continuous medical education was required to increase the ADR reporting. There were no spontaneous
ADR reporting before the training sessions, but after the training sessions around 100 ADR reports were
received by our department.

Conclusion: From this study, we conclude that majority of physicians lack knowledge of pharmacov igilance
and they have indifferent attitude towards spontancous ADR reporting.

54



012
Bacteriological Profile and Pattern of Antibiotic Sensitivity and Resistance in Pus Culture Isolates at

a Tertiary Care Teaching Hospital in Bhopal

Nidhi Jain', Abhay Joshi', Rakesh Sonawane', Arun Srivastav’
'Department of Pharmacology, Gandhi Medical College, Bhopal (MP)
Corresponding email: jnidhi475@gmail.com

Objective: To study the bacteriological profile and the pattern of antibiotic sensitivity and resistance in pus
culture isolates in a tertiary care teaching hospital.

Materials and Methods: Pus specimens submitted to the microbiology laboratory for routine cultures and
sensitivity were analyzed prospectively for the duration of 2 months. Antimicrobial susceptibility testing was
performed by Kirby-Bauer Disk Diffusion method.

Results: Among the total 440 samples analyzed, 319 samples (72.5%) were found to be positive for growth.
Out of 319 growths, 286 shows single isolate and 33 shows mixed (double) isolates. Out of these positive
samples, 273 samples (85.58%) were positive for Gram negative bacteria while 48 samples ( 15.05%) were
positive for Gram positive bacteria and 2 samples (0.63%) were positive for growth other than bacteria i.c.
fungal growth. Klebsiella was the most common Gram-negative bacteria isolated & other common Gram-
negative bacteria isolated were Pseudomonas and E.coli species while Staphylococcus aureus & CONS were
the commonest Gram—positive bacteria. Gram negative bacteria shows >35% sensitivity to Meropenem.
Imipenem-cilastin, Cefoperazone and >20% sensitivity to Pipracillin-Tazobactum and Gatifloxacin. They
were most resistant to Cefpodoxime, Cefprozil. Gram positive bacteria were >70% sensitive to Lincomycin
and Ampicillin-Sulbactum while most resistant to Clarithromycin, Sparfloxacin, Gatifloxacillin.
Conclusion: Microorganisms are rapidly acquiring antimicrobial resistance owing to indiscriminate use of
antibiotics. This underlines the need of periodic review of bacteriological culture and sensitivity pattern for
any healthcare set up. This type of prospective studies provides an inexpensive tool to determine the
sensitivity and resistance patterns of various antibiotics among bacterial population and thus help in
formulating an antibiotic policy for safe and effective use of antibiotics at loco-regional and national level.

0 13.
Evaluation of Knowledge and Perception towards Adverse Drug Reactions (ADRs) among Patients
visiting Tertiary Care Teaching Hospital.
Anuradha Joshi, Nishal Shah Malkesh Mistry, Alpa Gor

Department of Pharmacology, Pramukhswami Medical College, Karamsad, Anand. Gujarat (India)

Aim & Objectives: Evaluation of Knowledge and Perception towards ADR among patients visiting hospital
and emphasize need of awareness regarding ADR.

Methodology: An observational questionnaire based study was conducted at tertiary care teaching hospital.
Randomly selected 150 patients were enrolled. Demographic details of respondents were noted and
knowledge and perceptions was evaluated by filling up an anonymous questionnaire. Data were analyzed by
using descriptive statistics.

Result: Demographic analysis revealed that 59% were males, 41% were females, 56% patients belonged to
rural areas and 55% respondents were not graduated. Regarding knowledge about ADR, 78.6% were aware
that medicines can cause ADRs. 93.3% were consuming modemn medicines as compared to altermative
medicines. 33% had suffered from  side effects in past and also witnessed the same in others. None of the
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respondents were aware of ADR reporting center so did not report ADRs. Regarding perceptions towards
ADR 86.7% agreed that reporting ADRs is necessary, 100% respondents opined they should contact

o had notion that only treating doctors are qualified to report ADRS

physician on occurrence of an ADR. 85.39
and not patients or any other paramedical staff. 399 respondents believed that ADR reporting should be
practiced to prevent recurrence, while 96% believed that latter is beneficial for people. 56% believed
reporting may strengthen the patient safety while 70% wanted dissemination of information on ADRs.
Conclusion: Educational interventions are needed to improve awareness among patients regarding
importance of ADR reporting.

0O 14.
Skin necrosis secondary to Heparin therapy: A rare occurrence

Prakhar Gupta', Adil Ali Mahmud?, Mohd Azam Haseen?, Shafi A. Rizwi?, Mohd Haneef Beg?

| Department of Surgery, Jawaharlal Nehru Medical College, AMU, Aligarh
2 Department of Cardiothoracic Surgery, Jawaharlal Nehru Medical College, AMU, Aligarh

Background: Skin necrosis secondary to intravenous or subcutaneous Heparin injection is a rare
complication. Skin necrosis has also been reported with use of low molecular weight heparin as well as oral
anticoagulants like warfarin. It occurs mainly in setting of Heparin induced thrombocytopenia (HIT)
involving formation of immune complex comprising of antibody, heparin, platelet factor 4 (PF4) and platelet

which block the capillaries supplying the skin. ‘
Materials and methods: We present the case of an active young male without any apparent predisposing

factor developing left lower limb Deep Vein Thrombosis involving common iliac, femoral and popliteal

veins. He was started on intravenous heparin and warfarin in standard doses. On 4™ day he developed painless

blister and blackish discoloration of skin over dorsum of foot and 2™ toe. Injection heparin was immediately
stopped and his platelet counts were sent which had fallen down to 75.000/mm? from initial 1. 98.000/mm .
The lesion evolved over next day and skin became frankly gangrenous so we did debridement and sent the
sample for histopathology which revealed nonspecific inflammation. The wound healed gradually and the
patient did not develop any new lesions, his platelet count also normalized by 6™ day. The case was also

reported to ADR monitoring centre, Jawaharlal Nehru Medical C ollege.
Conclusion: Though both heparin and warfarin can cause skin necrosis, we temporally correlate that skin

necrosis in our patient was caused by heparin as patient simultancously had heparin induced
thrombocytopenia. Management involves stopping the offending drug and using heparinoids or direct

thrombin inhibitors.

O 15.
Adverse Drug Reactions in Hospitalized Children

Puja Sharma, D.C. Dhasmana, Saurabh Kohli, Taruna Sharma, Upasana Sharma
Swami Ram Himalayan Hospital, Doiwala, Dehradun

Aim: To assess the pattern of adverse drug reactions in paediatric general ward.
Methods: In a cohort of 120 hospitalised children active surveillance of adverse drug reaction was done.

Adverse drug reactions were analysed as per the CDSCO guidelines.
Results: 23 adverse drug reactions were observed in 23 patients. Adverse drug reactions observed were

cushingoid facies, hypertension, posterior subcapsular cataract and oedema with steroids: maculopapular,
erythrematous rash, hepatitis and thrombocytopenia with antiepileptic drugs. Among the antibiotics,
vomiting was observed with chloramphenicol, fever and diaorrhoea with vancomycin was observed.
Causality assessment of the 23 ADRs was done according to the CDSCO guidelines, 8 were probable and 15
were possible. Outcome of the 23 adverse drug reactions was recovered for 12, continuinig for 5, unknown

for 3 and recovering for 3.

56



Conclusion: Antiepileptics, steroids and antibiotics were most common drugs implicated for adverse drug
reactions in children.

O 16.

SAE explored by Pharmacovigilance approaches at a Tertiary care Hospital
Mohan R, Mahajan B, Kaushal S, Kaur G.
Department of Pharmacology, DMCH, Ludhiana, Punjab
Email Id: braj_rahul@yahoo.co.in

Bagkground: Classification system for the analysis of ADRs which is based on dose relation, timing, and
patient susceptibility. Data about serious ADRs is defici

initiative to contribute to PvPI.
Aim/Objective: To study the incidence of serious ADRs and to establish causality of these ADRs
Method; This concurrent observational study was carried out on patients admitted for a duration of fifteen
months i.e. from July, 2013 to September, 2014. Data regarding patient demographics and ADRs were
collected by serial patient interviews, collaborated by information in respective patient file. Incidence rate of
cach ADR was calculated & causality was assessed by WHO causality assessment scale.

Results: A total of 101 serious ADRs were reported (46 males, 55 females). Mean age of patients was 46.90
years. ADR incidence was found to be 1 per patient. Average number of drugs prescribed was 1.64 per
patient. Most common drug leading to Serious Adverse Drug Reaction was Phenytoin (13%) followed by
Paclitaxel (6%). Most common ADR noted was Steven Johnson Syndrome (33%). rash leading to
hospitalization (32%) and followed by fever (12 %), anaphylactic reactions (6%), DRESS (7%) and toxic
epidermal necrolysis (10%). Patients suffering from serious ADRs had presented with diagnosis of seizures
(20.75%) followed by ALL (7.73%). Most of the ADRs reported were Probable (90%).

Conclusions: Most common serious ADRs reported were Steven Johnson Syndrome and Rash. Caution is
needed when prescribing these drugs to the patients & educating health care professionals and patients about
drug effects and increasing their level of awareness regarding ADRs.

ent so this study was planned as a preliminary

017.

Prevention of Adverse Effects of Anti-Cancer Drug using Herbal Extract — An Experimental Study
of Nigella Sativa
Sachchidanand Tewari, Mohammad Tariq Salman, Ali Ahmad
Department of Pharmacology
Era’s Lucknow Medical college, Sarfarazganj, Lucknow (UP) — 226003
Corresponding email: sachchi.tS@gmail.com

Aim/ Objectives: To study prevention of adverse effects of anti-cancer drug using herbal extract -~ An
experimental study of Nigella sativa.

Material and Methods: Three groups [control (distilled water), cisplatin & Test - Nigella sativa pre-
treatment + cisplatin] of 6 Wistar rats in each group were given cisplatin (2 mg/kg) twice weekly for 4.5
weeks. Ethanolic extract of Nigella sativa (500 mg/kg/day) was given in test group from week 0-5. Pain
assessment was done at week 0, 3, 5 by hotplate and tail flick apparatus. At S weeks after giving anesthesia
sciatic nerve, kidney and liver of rats of both groups harvested for histopathological examination.

Results: During induction of neuropathy at week 0 control group and Nigella sativa pre-treatment group
were similar on hotplate & tail flick apparatus. At 3 and 5 weeks there was significant difference bctwccn
control group & Nigella sativa pre-treatment group. All rats in cisplatin induced nClll‘Opi'llhlIC pain group
showed fall in reaction time greater than Nigella sativa pre-treatment group on hotplate &‘tall flick apparatus
on week 3 & week 5. On histopathological examination of sciatic nerve we found that histology of A igella
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O 18.

’\nt. » QR N
Wdepressant Activity of Cilostazol: An Experimental Study

Department of p Rohit Agrawal, Manjula Bhargava
of | hurmuculugy, NIMS Medical College, NIMS University, Jaipur

()bjec_tivc:‘ Besides antiplatele
Therefore it was thought usef
fluoxetine.

.l I‘dclwny, cilostazol has been reported to possess potent antidepressant activity.
ul 1o compare antidepressant activity of cilostazol with that of clinically used

Methods: e o

by forced sl\':'it||111]:«:tui)i(;l;haLc?int-ldcprc-\‘Sant activity of cilostazol was compared with that of fluoxetine in mice

Results: Cilostazol (20 ,/kmy th_cl, _

of wheel when Subjcctczlnt&o f!(,;) ‘tiddm‘lm‘stcrcd mt‘rapcri_to‘ncally significantly increased lhc_numbcr of rotations

Conclusion: The present stud e ’*Wlm test v\'nth activity wheel as compared to fluoxetine (20mg/kg)

be of clinical i S y suggests that ‘CII'()Stu:I,Ol possess polcnpal antidepressant activity which could
Importance for the patients suffering from depressive disorders.

O 19.

Adverse Drug Reaction Monitoring of Acamprosate for Treatment of Subjective Tinnitus in a
Tertiary Care Teaching Hospital

Singh Sharmendra', Kaur Jasleen', Badyal Dinesh', Varghese Ashish?

Departments of Pharmacology' and Otolaryngology®, Christian Medical College and Hospital, Ludhiana,
India.

Objective: To assess the safety of acamprosate in treatment of subjective tinnitus.
Methods: It was a prospective study enrolling 30 patients of subjective tinnitus visiting the outpatient
department of otolaryngology of Christian Medical College and Hospital, Ludhiana. These patients were
prescribed acamprosate 333 mg thrice a day for period of 6 weeks. The adverse drug reactions were
monitored at follow-up visits through adverse drug reaction checklist and spontancous reporting at 2, 4 and
6 weeks. Results were analyzed using suitable statistical methods.
Results: Diarrhoea was the commonest adverse drug reaction (10%). The other common adverse drug
reactions observed were nausea (6.7%), abdominal pain (6.7%) and pruritus (3.3%).

Conclusion: Acamprosate was found to be safe in the present dose in the treatment of subjective tinnitus.

0 20.
Self-Medication Practice and Perceptions among Undergraduate Medical Students:

A Cross Sectional Study

Shivaraj.B.Patil, S H.Vardhamane, Patil.B.V, Santoshkumar Jeevangi, Ashok Binjawadgi, Anand
» - - g s 0 .
Kanaki | | | | |
Department of Pharmacology, M.R.Medical College. Gulbarga, Karnataka

Self-medication practice 18 widespread in many countries and the irrational use of drugs 1s a

» - . ¢ h h b . v ‘ | :
i It can be defined as the use of drugs without consulting the physician to treat self-diagnosed
rn. It can be . : | nultin
intermittent or continued use of a pres
s a special significance among medical students as they

Background:
cause of conce
disorders or symptoms, Or the
discase or symptoms. It assume
knowledge about diseases and drugs.
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Aim: To assess prachice and perception of selt-medication among undergraduate medical sudents and to

monitor Adverse Drug Reactions '
Materials and methods: A cross-sectional  questionnaire based study was conducted among the

undergraduate medical students of Mahadevappa Rampure Medical College, Gulbarga. Oul of 44% students
who participated in the study, 8 incomplete questionnaires were ex tuded from the study and only 440 were
analyzed.

Results: 1t was found that 8% (8. 18%0) students practiced sell medication. The principal morbidity tor
seeking self-medication was cold and cough as reported by 104 (78.35%) students. Antiblotics were maost
commonly self-medicated as reported by 248 (63.91%) students. Majonity of students 332 (B5.56%) selt

lllk‘&liciltc(l because of mild nature of 1llness, 268 (60.9%) students felt that lack of knowledge about dose &
frequency of administration as major disadvantage of self-medication. Most common adverse outcome was
side effects of drugs, as experienced by 24 (6.19%) students.

Conclusion: Our study shows that self-medication is widely practiced among undergraduate medical
students. In this situation, we should cducate the students about advantages and disadvantages about self-
medication.

021
Phenytoin induced Stevens-Johnson syndrome in a 35 year male patient: A Case Report
Singh S, Tewari S, Salman MT
EFra's Lucknow Medical College & Hospital, Lucknow, Uttar Pradesh

Adverse drug reactions (ADRs) are onc of the leading causes of death among hospitalized patients and occur
in 0.3 to 7 per cent of all hospital admissions. These may vary from mild rashes to severe reactions such as
Stevens-Johnson syndrome (SJS). Antiepileptic drugs-induced SJS 1s a life-threatening severe cutancous
adverse reaction. We report here a fatal case of SJS due to phenytoin in a 37 year old male paticnt presenting
at emergency room with a positive history of tuberculosis and recent onset of gencralized tome clomc
selzures.

0O 22.
Evaluation of Prescribing Pattern in Indoor Patients of Tertiary Care Rural Hospital
Urvi H. Kumbhani, Krunal Dalal, Komal Gaur, Malkesh Mistry, Nishal Shah, Bharat M. Gajjar
Department of pharmacology, Pramukhswami Medical College, Karamsad, Anand, Gujarat

Aim: To find out the prescribing pattern in indoor patients of Shree Krishna Hospital, Karamsad
Objectives: To cvaluate the prescribing pattern of consultants in terms of rationality

Materials and methods: As per NABH requirement, audit of prescriptions is the routine practice in our
institute. With the consent of Quality Control Group, indoor case files are collected randomly from
department of medical record. Case files are analyzed for parameters like patient’s demographic detanls;
final diagnosis; drugs prescribed to the patient with its dose, dosage form, frequency, duration; number of
unnecessary drugs, irrational drugs and hazardous drugs. Each case file 1s evaluated for their final status of
appropriatencss.

Results: In last 3 months, 50 case files were evaluated. Final diagnosis was recorded in all cases The
average number of drugs per case was 6.5. About 73.85% of the drugs were prescribed by brand names.
From all prescribed formulations about 21.85% FDCs were preseribed. Out of total 325 prescribed
formulations; main formulations were 97, of which 90% were appropriately chosen, while complimentary
formulations were 107, amongst which 98% were appropriately chosen. About 20% of the drugs were
unnecessary and 10.46% of the drugs were irrational.

Conclusion: Though, the Hospital is having its own formulary developed on the basis of WHO Essental
Medicine List & Standard Treatment Guidelines are in place, there 18 a need for momitoring for comphance
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0 23,

Knowledge, Attitude and Practice of Pharmacuvigilance in Mahadevappa Rampure Medical College,
Md Waseem Ahmed < Gulbarga, Karnataka
Dopt. of oharmer l'md, SH Vardhamane, Prashant Dass, Rameez Ahmed |
Pi. of pharmacology, M“h"dUVHPPﬂ Rampure Medical College, Gulbarga, Karnataka, India

l(n::::atlrt;' :?1{)::;1):“.;: r!:r!]l’(:\f'lng problem throughout the world causing significant p'aticnf morbydity and
Shontareo, rcpnm." . (,f(/\n[l)t;{)r-mg I.ms bccnmc'cxcccdingly important in today’s practice of mcdmnc. v
 Sowsiaonky wrimi o S wlnch 1s the pmpury source of data, has playcd'a‘majult role in the detection
The Phunl'lau)\"i-gilanc; l"r(t ::r:&u;j‘lj /til')RS previously undetected duripg thc_* clmlcal' trial phi)s;.{sda -
the Indian population subsc!% KR (PYPT) was started with an aim of prsRiSS e
Aims: ThL.' aim of our study is to deduce by a survey the knowledge, attitude and practice of
pharmacovigilance amongst the various cadres of medical healthcare professionals (interns, postgraduate
studgnts and teaching faculty) in 4 medical college.

We intend to Investigate whether our healthcare professionals are inclined to, and are properly equipped to
spontaneously and properly report ADRs.
I!lethods and Materials: This questionnaire based survey was conducted in Mahadevappa Rampure Medical
C ollcge (MRMC), Gulbarga, Karnataka on 100 participants comprising of Interns, Postgraduate students and
Teaching faculty of various departments.

Results: A majority (64%) of the doctors had a basic idea ab
Amongst the factors discouraging participation in the pharmacovigilance program,. 41% of the responders
replied that bureaucratic hassles were the biggest deal breaker in their opinion.

Conclusion: Our study revealed that the doctors in this tertiary care hospital were inadequately aware about
the aim and methods of pharmacovigilance. Moreover, the primary tool of pharmacovigilance, that is
Spontaneous ADR reporting, was poorly understood by a vast majority of the participants.

out pharmacovigilance and what it deals with.

0 24,
Is there a need for dedicated training hours on Pharmacovigilance in the Nursing curriculum in

India?

Subhrojyeti Bhowmick!, Panchali Pal2, Banani Chakraborty?
'Medical Superintendent (Academics, Quality & Research) & Consultant Clinical Pharmacologist, Peerless
Hospital and B.K. Roy Research Center, Panchasayar, Kolkata

?Associate Professor, Peerless College of Nursing, Panchasayar, Kolkata-94.
"Deputy Nursing Superintendent, Peerless Hospital and Research Center, Panchasayar, Kolkata-700094

Introduction: Patient safety can be endangered by adverse drug reactjons (ADRs) leading to constdcrablc‘
morbidity and mortality. Nurses primarily being involved in medlcatlor} a(%mmnstmn‘on must be aware of
adverse drug reaction monitoring activities in order to develop a c‘uhurc of safe usage of drugs. L nfortunately
the nursing curriculum in India has no dedicated training hours for ADR monitoring in patients resulting in
the poor capturing and monitoring of ADRs. ‘ . N o
Objectives: To assess the knowledge change of nurses rcgurflmg phummcm.'l gllap_cc (PVG) ag_u\.uu_.s hdorg‘
and after planned training programme with a structured questionnaire and to identify the strategies to improve
4 >ss among nurses regarding PVG. N |

::‘i’t:a“t/?::f“;s;rmo;pcgctivc intcr&\’/cnlioial study using QQdicalcq hours of pl_mlm?acm 1)g.|lalr:§c tm:1:n% \;\.n‘.\
conducted to investigate the level of awareness regarding PVG among nuncf tn?n? i L‘tp‘ .r :;‘-; ( \t‘ur\ ' ‘ll
2013. Training module was prepared and validated by the consulta_m chmca} p'harlr;l.nu}: ‘nbm fm . \u \;] | \: :1 l .
trained nurses for training of all 410 nurses of Peerless Hospital, Kolkata. All the nursing staffs were
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administered a validated questionnaire pre and post training to evaluate the change knowledge and attitude

regarding PVG.

Observation: Post-training, awareness about PVG among the nurses increased from 34.39 % 10 89.78 e

(P<0.001). 71.86 % of nurses also felt that pharmacovigilance should be incorporated into the nursing

curniculum to improve ADR reporting in India (P= 0.000%82). Post training 82.93% Nurses’ felt that it one of

the mandatory responsibility of a nurse was to report an ADR. After the completion of training, reporting of
ADRs in our Hospital has increased considerably. (From nil to average 4-5 cases per month).

Conclusion: The present study suggests that awareness about PVG among nurses is poor and leads to low
capturing of ADRs. Hence, the authors strongly feel that dedicated hours on ADR monitoring and PVG
reporting should be included in the Nursing curriculum to improve PVG activities in the country and augment
patient safety.
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Pl
To Evaluate the Role of Oral Propranolol vs Oral Prednisolone in The Management of Paediatric

Haemangiomas: A Prospective Study of 50 Patients Using the Haemangioma Activity Score.
Adil Ali Mahmud', Mohd Azam Haseen', Imran Ghani ?, Mohd. Haneef Beg'
| Department of Cardiothoracic Surgery, Jawaharlal Nehru Medical College, AMU, Aligarh
2Department of Pediatric surgery, Jawaharlal Nehru Medical College, AMU, Aligarh

Introduction: Hacmangiomas are the most common benign tumor of infancy. Infantile haecmangiomas occur
in approximately 1-2% of infants at birth. These tumors are commonly managed by oral corticosteroids or
Vincristine and at times only by observation, however recently oral propranolol has been shown to have
dramatic results in infantile haemangiomas. This is our prospective study of 50 children on oral propranolol
compared with oral corticosteroids. Potential explanations for the therapeutic effect of propranolol are
Vasoconstriction, decreased expression of VEGF and bFGF genes through the down regulation of the RAF
mitogen activated protein kinase pathway and triggering of apoptosis of capillary endothelium.

Material and Methods: A total of 50 infants were included in this study, 25 were treated with oral
propranolol (2mg/kg) and 25 with oral steroids (oral prednisolone Img/kg), and the results were compared
at 3 and 6 months. Drugs were stopped in case of significant side effects. Patients were followed up for a
period of 6 months after stopping the drugs for any recurrence.

Results: There was significant decrease in size of hemangiomas in propranolol group as compared to
prednisolone group as assessed by Haemangioma Activity Score (HAS). There was no recurrence of
hemangiomas after stopping propranolol .No significant side effects occurred in patients receiving
Propranolol.

Conclusion: Oral propranolol is more effective than prednisolone in infantile hemangiomas and is well
tolerated by patients without any significant side effects. It should always be tried in patients of infantile
hemangiomas if there are no contraindications for use of beta blockers.

P2
Biosimilars: A New Challenge in The World of Pharmacovigilance

Ajitesh kumar Mishra, Manjula Bhargava, Neha Sharma, Ishteyaque Ahmad
Department of Pharmacology, NIMS, Jaipur, Rajasthan, India

Introduction: Biosimilars / ‘follow on’ biologics are medicinal products similar to already patented biotech
products, but are manufactured by new companies after the patent expiry of originator product. Biosimilars,
are new hope due to their, low price, effectiveness similar to originator product and they require shorter
time to develop, which helps in facing challenges like shift in disease pattern, product demand and rapidly
increasing healthcare cost . Pharmacovigilance programms for biosimilars would require a more refined
expertise to identify safety signals because of their manufacturing complexities & lack of widespread
awareness amongst healthcare providers. Pharmacovigilance processes should be designed to adequately
address the specificity of the respective biosimilars.

Objective: Here we present innovations & strategies that describe a risk management system, the so-called
“Risk Management Plan” which contains two parts: pharmacovigilance and risk minimization. We have
made an attempt to make clear how the safety of a product would be monitored and measured to reduce risk.
Methodology: The method followed here ,is secondary data analysis. The findings are based on literature
review , internet search of journals, report and relevant organization working in area of biosimilars.
Conclusion: Based on their size, complexity , variability & manufacturing changes between the originator
and biosimilar products, this might lead to a difference in safety profile (e.g. immunogenicity), which brings
about a new Pharmacovigilance challenge. But once proven safe and effective, biosimilars will be an option
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P 3.
Ranasaria’

Pentavalent Vaccine Induced Seizure in a 2 Month Old Ne

Ankit Gupta', Nirav Patel', Heena Shah', S.K. Date', Mansi
I Department of Pharmacology, SBKS M1 & RC, Vadodara

2Department of Pacdiatrics, SBKS MI & RC, Vadodara

15 and preventive strateg

y 1o control the
a4 combination of five vaccines in one

ant public health interventiol

Immunization is one of the most import
n. The pentavalent vaccine 15

mtb'c‘liuus discases especially in childre

“)P'. fHep BHHib). Hypotonic hyporesponsive episodes (HHES) and scizures are recognized adverse

reaction to whole-cell and acellular pcrtusslh-wnlui.ning‘vuccinc.s and to HiBs and hepatitis BB vaccines

M:m_:lcsluuuns following administration of vaccine include the following: with or witheut over oo

w.uh'm 3 days of immunization and persistent, severe, inconsolable screaming, or crying for 3 or more Sours

wn(hm. 48. h of immunization, Usually, these are .nul uslsucmtcd with permanent sequel. Neurological

complications are thought to be primary due to the pertussis component of the vaceine.

Here we report a case of vaccination induced scizures in a 2 month old neonate whom this life threateming
nt vaccine

adverse cffect was related in a temporal fashion to the administration of intramuscular pentavale
as part of his regular immunization.

Thls.cusc emphasizes the occurrence of scizures consequent upon pentavalent vaceine use, an —_
reaction that has been described with use of pertussis component of the vaccine. This case highlights the
importance of the continuous monitoring of vaccine-related adverse events of pentavalent vaceine.

P 4.
Study of Antioxidant and Renoprotective Potential of Nigella Sativa in Acute Kidney Injury (AKI)
induced by Antineoplastic Drug Cisplatin in Experimental Animals.
Md Azmat Rana, Md Nasiruddin, Rahat Ali Khan, Aijaz Ahmed Khan'
Departments of Pharmacology & Anatomy', Jawaharlal Nchru Medical College, A.M.U, Aligarh-202002
India
Corresponding E-mail: drazmatranat@gmail.com

Objective: To study antioxidant potential and renoprotective potential of Nigella sativa o1l (NSO) against
cisplatin induced AKI in albino wistar rats.

Methods: 24 healthy adult albino rats of either sex (150-200 g) were randomly divided in four groups of six
animals each. Group | (Normal control) and Group Il (Negative control) were administered normal saline
(0.2 ml/day i.p) for 9 days. Group 11l and IV (test groups) were administered NSO (1 and 2 ml’kg p.o) daily
for 9 days respectively. On 5™ day group I1, 11l and IV were administered cisplatin (6 mg/kg, 1.p single
injection). On 10" day (24 hrs after last dose of medication) rats were sacrificed, and blood, urine collected
for biochemical tests. Kidney was removed for histology and lipid peroxidation-antioxidant test.

Results: Cisplatin caused nephrotoxicity as evidenced by elevated blood urea, serum creatinine, blood urca
nitrogen and urine glucose and decreased creatinine clearance in Group 11 as compared to Group |
Administration of NSO in group Il and IV caused dose dependant reduction in the rise of blood urea, serum
creatinine, blood urca nitrogen and urine glucose and an increase in creatinine clearance as compared 1o
group Il. There was increase Catalase, GSH and decrcase MDA level in group I while NSO treatment
reversed the changes towards normal values. Histopathological examination of kidney rey ealed protection in

group Il and IV compared to group I1.

64



Conclusion: Nigella sativa oil has renoprotective activity against cisplatin induced acute kidney njury in

rats.
P 5.
Pattern of Adverse Drug Reactions associated with various Chemotherapeutic Regimens at Oncology
Department of Tertiary Care Teaching Hospital
E. Brahmani, T. Avinash, J. Venkateshwara Rao
Talla Padmavathi College of pharmacy, Warangal, Telangana, India

Aim: To evaluate the pattern of ADRs occurring in cancer patients visiting oncology department of tertiary

care teaching hospital

Objective: To detect the prevalence of adverse drug reactions (ADRs) in department of oncology.
Method: A prospective observational study was conducted at Mahatma Gandhi Memorial hospital
(MGMH), Warangal, Andhra Pradesh, India from March 2012 to August 2012. Patients were interviewed
about symptoms related to their drug therapy. Detected and suspected ADRs were analyzed for causality,

severity, preventability and predictability using appropriate validated scales and were reported. Total 116

patients associated with hospitalizations were interviewed.
Results: A total of 439 ADRs were detected, documented, assessed and reported during the study period.

the incidence was found to be 88.79%. The prevalence of ADRs mostly occurred in the age group between
41-50 years (30.75%) and most of the ADRs were seen in females (67.42%). Gastrointestinal system was
the most commonly affected (54.44%); multiple drug therapy was identified as the major predisposing
factor (39.65%). The possible ADRs according to WHO scale were 57.4% and according to Naranjo were
50.34%. The ADRs which are mild were 58.08%, 87% were preventable and 91.57% were predictable.

Conclusion: The study was its kind in providing a baseline data regarding the safety profile of
chemotherapeutic drugs in India. So, similar studies covering more patients from different regions are

needed to validate the findings of this study.

P 6.
Concept of Pharmacovigilance in Unani System of Medicine

Bushra Igbal, N.A. Khan

Department of [Imul Advia, Faculty of Unani Medicine, A.M.U. Aligarh, India.
Corresponding e-mail: bushraigbal297@gmail.com

Ensuring the safety and efficacy of pharmaceuticals and biotechnology products is one of the top challenges
in healthcare today. Worldwide movement for the improvement of patient safety is gaining momentum;
hence the subject of pharmacovigilance or drug safety becomes even more prominent in the present day
scenario. Since centuries Unani systems of medicine is practiced in this continent. It is regarded as the safest
system of medicine. However with the scientific ethos everything is rejected or accepted in the light of
available clinical data only. Hence, to create pharmacovigilance program for ASU (Ayurveda, Sidha, Unani)
drugs become essential for giving them credibility. Unani drugs are obtained from three sources, plants,
animals and minerals. Some of these single crude drugs contain adverse effects (Muzarrar) such as the drugs
of 3 and 4™ degree (Toxic). If these drugs are used in proper dose according to the degree of temperament
(Darjat-e-Mizaj) of a drug, according to the temperament of patient and disease, along with proper
purification as well as rectification, (Muddabar and Musleh), as and when required, they are supposed to be
non-toxic and free from any adverse effect. Unani medicine has many ways to avoid adverse drug reactions
and can be safely used in the patients, to prevent and cure the diseases. This indicates a very vast concept
and scope of pharmacovigilance in Unani medicine. Its details will be discussed in full length paper.
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P7.
Acute l)(‘lirium‘ in an Elderly Women Following Zolendronate Administration — A Case Report.
- %W' Nasiruddin M2, Zahid M*, Chavan VK'
it ():_’;L'l::s.n'l f:l Pharmacology, Raichur Institute of Medical Sciences, 'Karr'wFuka._
b oo Ph: mdu)-l()gy, Jawaharlal Nehru Medical College, Aligarh Mu§llm b'm\'clrsny. Allgarh
cparment of Orthopedics, Jawaharlal Nehry Medical College, Aligarh Muslim University, Aligarh

Zolendronate is'u third-generation bisphosphonate having distinctive profile of high potency as well as
prolonged (!Ul‘élll()ll of action. Intravenous zolendronate is the recently approved bisphosphonate for the
treatment u.t Osteoporosis and has an attractive oncc-ycarly' regimen for the treatment of osteoporosis. Here
we report, for the first time, a case of acute delirium following zolendronate administration for osteoporosis.
An‘ 86 year old female patient presented to orthopaedics OPD with complains of pain and unable to bear
weight on left thigh with history of fall from bed 2 months back. She was diagnosed as fracture neck femur
with severe osteoporosis and treated conservatively. She was given zolendronate IV Smg infusion over 30
minutes. After 10-12 hrs of zolendronate infusion, Patient became confused, disorientated and agitated. A
septic work-up was negative. Electrolyte disturbances were excluded with normal sodium, potassium,
calcium and magnesium levels. Computed tomography of the brain was unremarkable. A metabolic cause
could not l?e found, for the change in her mental state. Patient was referred to medicine department where
§h_c was diagnosed as drug induced acute delirium probably due to zolendronate. Patient was advised
Injection Haloperidol and injection Torsemide. In the following 48 hours her confusion was cleared and
mental state was improved. According to the Naranjo probability scale the effect of zolendronate in our
patient was scored 6 indicating a probable likelihood of causing delirium and also it was probable cause of
acute delirium according to WHO causality scale.

P 8.
A Comparative Survey Study on Current Prescribing Trends in Proton Pump Inhibitors and H2
Receptor Antagonists among Practitioners in Private Set Up and Tertiary Care Teaching Rural
Hospital
Heena Shah, B.M.Sattigeri, Shruti Brahmbhatt, Mithu Sharma, Devang Parikh, Ashok Kumar
Department of pharmacology, S.B.K.S & MIRC, Sumandeep Vidyapeeth, Piparia, Vadodara. Gujarat.

Background: Acid peptic disorders result from excessive acid secretion or diminished mucosal defense.
They are common entities present in daily clinical practice that, owing to their chronicity, represent a
significant cost to healthcare. The histamine-2 receptor antagonists revolutionized the treatment of acid
peptic disorders owing to their safety and efficacy profile. The proton-pump inhibitors (PPIs) represent a
further therapeutic advance due to more potent inhibition of acid secretion.

Aim: Our work aimed to compare the pattern of using proton pump inhibitors and H2 receptor blockers in
private practitioners and tertiary care teaching rural hospital. . - ‘
Materials and Methods: The prospective survey study included a total of 50 medical practitioners: 25 from
private set up and 25 from tertiary care teaching rur.al hospltal. T‘hc feedback qu.cstiolnnqirc that contained
various questions related to antiulcer agents, were dls‘tnbut'cd to fll'lt‘i out the various indications for which
consultants prescribed them, dose and frequency, choice of preparation, and any recorded at.i\ erse Cﬂ‘Ct:‘I_
Results: It was observed that proton pump inhibitors ztpd H> receptor antagonists were prescribed for (‘;l‘ RD.
peptic ulcer and non-ulcer dyspepsia. Proton pump inhibitors were prctcrrc'd over H» receptor antagonists for
above indications except in pediatric patients in whom Ha receptor antagonists were effectively used because

of availability of liquid formulations.
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P 9.
Central depressant activity of Myristica fra i i
; \ & 3 s grance (Nutmeg) in rats
Imran Zaheer, S_\'gd Ziaur Rahman, Rahat Ali Khan, Mchtab Parveen'
l)’cpurlmcm of P_hurmucnlngy, Faculty of medicine AMU Aligarh,
Department of Chemistry, Faculty of science AM.U., Aligarh.

(\)llztl'tr::'; al:lwdln’;;;:l'ﬁ:’:lh:;‘,:.:1\1/2:1(:1;’;:::::::11 (1;;{1‘\;:’:?/ :)I'Ltl.h.unulic.cfclract.uf' .\/.IL ristica fragrans seeds.

| \ yristica fra; . ) seeds were purchased from local market and

du_thcnncutcd b\ competent authority. Ethanolic extract of the drug was prepared. Central depressant activity

of the extract in dose of 200 and 400 mg/kg was studied in rats by using pentobarbitone mducc-hvpnus;s
pntcnt‘mnm.l test. The ethanolic extract was administered 1 hour prior to pentobarbitone injection (ﬁmng kg
1.p.). Sleeping time was measured as interval between abolition and reappearance of righting reflex. Sleep
latency and duration of sleep was compared between Test and Control groups.

Results: Myristica fragrans Ethanolic extract increased the duration of sleep and decreased the sleep latency

significantly.
Conclusion: Ethanolic extract of Myristica fragrans (Nutmeg) seeds has central depressant activity in rats.

P 10.
A Randomized Clinical Trial to Evaluate the Efficacy of A-Keto Analogues of Essential Amino Acids

Supplementation in Patients of Chronic Kidney Disease.
Irfan Ahmad Khan, Mohammad Nasiruddin , S. F. Haque', Rahat Ali Khan
Departments of Pharmacology & 'Medicine, Jawaharlal Nehru Medical College Hospital, Aligarh Medical
University, Aligarh, U.P — 202002
Corresponding email: irfan1308(@gmail.com

Objective: To evaluate efficacy of a-Keto analogues of essential amino acids (KAA) supplementation n

patients of Chronic Kidney Disease.
Material and Methods: A prospective comparative study was conducted in patients of Chronic Kidney

Disease at a tertiary care centre of north India. Patients were randomly divided into two interventional groups.
Group 1 (Control) was advised conservative management while Group Il (KAA) given conservative

management along with KAA (600 mg, thrice daily) for 12 weeks. Haemoglobin percent, blood glucose
blood urea. serum creatinine, 24-hour total urine protein, 24-hour total urine volume. glomerular filtration
rate were measured at 0, 4, 8 and 12 weeks of treatment.

dual improvement in the above mentioned parameters as compared to their

Results: Both groups showed gra
re marked in KAA supplemented group. There was reduction in: fasting
25.55%

pre-treated values which was mo
2.51% &20.78%), post-prandial blood glucose (14.80% & 20.89%), blood urea (

blood glucose (1
) and TUP (19.80% &38.34%) in Group 1 & Group II

&38.09%), serum creatinine (25.00% &39.52%
was increase in: haemoglobin concentration (12.64% &19.77%), TUV (19.41%

22 60% &49.20%) in Group 1& Group Il respectively.
s of essential amino acids (KAA) supplementation improv ed the therapeutic

Discase.

respectively. There
&33.32%) and GFR (

Conclusion: a-Keto analogue s (K.
effect of conservative management in patients of Chronic Kidney
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Pl
A Cross Sectional Drug Utilization Study amongst Hypertensive Patients in A Tertiary Care

Teaching Hospital at Jaipur.

Ishteyaque Ahmad, Manjula Bhargava, Neha Sharma, Rohit Agarwal
Department of Pharmacology, NIMS, Jaipur, Rajasthan

Introduction: Drug Utilization research defined by WHO in 1977 as “marketing, distribution, prescription,
and use of drugs in a society, with special emphasis on the resulting medical, sgual, a.nd economic
consequences”™. The principal aim of drug utilization study is to facilitate rational use of drugs in population _
Without the knowledge of how drugs are being prescribed and used, it is difficult to evaluate rational use of

dl’ll.gs and to suggest measures to change prescribing habits for the better. o
Objective: The purpose of this study is to investigate the current trend and pattern of prescrnibing

antihypertensive drugs and to identify, whether such pattern of prescription is appropriate and in accordance

to international guidelines for pharmacotherapy of hypertension. L _
Material and Method: It IS a retrospective cross sectional study. Data was collected from patient’s medical

record.

Results: 1275 prescription records were assessed, out of which, 561 were females and 714 were males. Most

of the patients were in the age group of 50 - 65 years. Average number of drugs per prescription was 4.6,

Drugs mentioned in WHO-EML (Essential Medicine List) were 59% and drugs mentioned in NLEM

(National List of Essential Medicine) 2011 were 74%. Drugs prescribed as fixed dose combinations were
generic names were 82% while drugs prescribed by brand names were 15,

26%. Drugs prescribed by
Conclusion: This study will give us an overall pattern of prescribing prescription amongst hypertensive

patients and also a broad idea about rational use of drugs in these patients.

P12.
Assessment of Knowledge, Attitude and Practice (KAP) of Pharmacovigilance among

Healthcare Professionals in India
Ahmad J', Syed SN2, Roy V2

'Pharmacovigilance Programme of India (PvPI), 2Department of Pharmacology, MAMC, New Delhi
Background: Adverse drug reactions are a major cause of morbidity, mortality, hospital admissions and
cconomic burden. Spontancous reporting of ADRs has remained the cormerstone of pharmacovigilance
Pharmacovigilance activities in India have increased over the last 15 years. The aim & objective of this study
Is to assess knowledge, attitude and practice of pharmacovigilance amongst healthcare professionals in India
Method: A retrospective analysis of studies of pharmacovigilance reported in India since 2002 10 2014 was
done. All studies evaluating knowledge, attitude and practice of pharmacovigilance in India were assessed.
Common questions (18 questions) in all the studies were selected under the categories of know ledge. attitude

and practice.

Result: A total of 65 Indian studies (national, international journals) were included. Knowledge about the
definition and importance of pharmacovigilance was 52% and 42% respectiy ely. Knowledge about
International Drug Monitoring Centre (Uppsala) and the pharmacovigilance centre in India was 19 29, and
57.5%. The definition of ADR was known by 64.9%. Knowledge about how and where to report ADRs was
51.9% and 51%. Very few, 33.3% healthcare carce professionals keep records of ADRs and 25 4%, have
attended ADR training workshops. About 59.9% think that reporting of ADR is a professional obhiganion
Majority felt that ADR reporting is important, 82.6% and 75.8% necessary. Reasons for underreporting
included legal considerations by 28%, unavailability of ADR forms by 50 % and lack of ime by 33 3¢,
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Conclusion: There is limited awareness amongst healthcare professionals in India about pharmacovigilance
activities. Majority of health care professionals consider ADR reporting as important. There 1s a need to
increase educational interventions to improve knowledge, attitude and practices of pharmacovigilance

P13,
ADR Analysis Request E-Form: A Mobile App
Syed SN, Ahmad J, Roy V, Chawla S.
Department of Pharmacology, Maulana Azad Medical College, New Delhi-02

Introduction: Adverse drug reaction (ADR) monitoring is being done across the globe under vanous

national and international pharmacovigilance programmes. The major hurdle in these programme s the

disconnect between the clinician and the reporter of the ADRs, Many ADRs sull go unreported due to

inability or hesitancy of the clinician to fill the cumbersome ADR reporting form. To address this problem

we have devised an ADR analysis request form and incorporated in an mobile app.

Mobile App: The ADR analysis request e-form consists of fewer columns from which basic information

regarding the patient and problem is gathered. The information would be used to follow -up the case. The
information consists of Name, age, sex, ward/ bed and hospital identification number of the patient. In
addition to it, data regarding the reaction, medicine(s), date of start and stop of medicine are also collected

The whole data is compiled in the form of a mobile software based on JAVA platform and can be used of
android Operation system. For casier uploading of the ADRs analysis request, some additional features also
incorporated in the app. These features include drop down menu, function of sending’ uploading the request
using various platforms (email, SMS or WhatsApp) and one time saving of the data of the clinician or sender
Advantage of the App: 1) Fast input of data which requires less than 30seconds, 2) Decrease the number of
unreported ADRs, 3) User can send the data using one of the various options (email, SMS or Whats App)

P14.
Evaluation of Prescribing Pattern in Outdoor Patients Of Tertiary Care Rural Hospital
Malkesh Mistry, Nishal Shah, Urvi Kumbhani, Krunal Dalal, Komal Gaur, Bharat Gajjar
Department of Pharmacology, Pramukhswami Medical College, Karamsad, Anand, Gujarat (India).

Aim: To find out the prescribing pattern in outdoor patients of Shree Krishna Hospital, Karamsad.
Objectives: To evaluate the prescribing pattern of consultants in terms of rationality.

Materials and methods: The present study is cross sectional, observational ongoing study. As per NABH
requirement audit of prescription is routine practice in our department. With the consent of Quality Control
Group outdoor prescriptions are collected randomly from various outdoor patient departments. Prescniptions
are analysed for data like patient’s demographic details, final diagnosis, drug prescribed to the patient with
its dose, dosage form, frequency, duration, number of unnecessary drugs, irrational drugs and hazardous
drugs. Each prescription is evaluated for their final status of appropriateness.

Results: In last 5 months, 106 prescriptions were evaluated. Final diagnosis was recorded in 56.6%,
prescriptions. The average number of drugs per prescription was 3.49. About 76.76%, of the drugs were
prescribed by brand name. From all prescribed formulations about 25.94% FDCs were prescribed. Out of
total 370 prescribed formulations, main formulations were 202, of which 78.3% were appropriately chosen,
while complimentary formulations were 78, among which 52.83% were appropriately chosen. About 24.32%
of the drugs were unnecessary and 5.4% of the drugs were irrational.

Conclusion: Though, the Hospital is having its own formulary developed on the basis of WHO Essential
Medicine List & Standard Treatment Guidelines are in place, there is a need for monitoring for compliance
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P s,

Role of Clinical .
al Pharmacist i Optimisation of Drug Therapy Outcomes at A Tertiary Care Hospital

Mir Javid Igbal, M Ishaq Geer

Department of Pharmaceutical Sciences, University of Kashmir.

Background: Cjip;... .
cnsurf th:tnl‘:l.cLml::r(]]litc‘:zlti':)I::rmracil?l_l\iv‘“k dirc_ctly with plhysicians, other hcalt_h professionals and patients to
this role of Clinica] Phanﬁagis:”duhi fo‘r patients Funlnbulc m‘lhc best poss_lhlc bcalth outcomes. However
of the physicians. nurses and évc‘:ln h[ ¢ c'(>.1jf:cpt of pharmaccghcgl care services is cnmplctcly new to most
study being the first of its kind : Ptham.h'lusts presently working in our government hcallh facilities. Prescnl
pharmaceutical care scrvi-cc«,- (0 e state will pave way for more advanced, systematic and coordinated
g s In future.
Objective: T, identify and resolve patients d ; ; and thereb imise &
therapy outcomes. patients drug related needs and problems and thereby optimise drug
Me : : ik
“’Crtchggs:s::;d];::;::t l;;i fizflit: :)V;s collectgd and reviewed. Drug-related needs and problems of patients
proposed and followed. armaceutical care plans were formulated and medication interventions
::ls:l’l\t’s;ln?at;ﬁ:iiro:utr}:e Z[iszessment of patient specific c.linical dgta which included mgdicaj and :_ncdicat_ion
educa}io p cnt drug therapy,. a total of 258 interventions were ma.dc, bc_SIdcs imparting patient
' and counselling to 177 patients. Pharmaceutical Care Services including patient counselling
offered to the study patients proved beneficial in terms of better patient compliance, their improved health-
related quality of life, optimized therapeutic outcomes.
C onclusmq: Pharmacists can improve the quality of drug therapy by improving the organizational structures
through which drug therapy is provided particularly by means of rendering their pharmaceutical care services.

P 16.
Analysis of Spontaneous Adverse Drug Events Reported At Peripheral ADE Monitoring Centre of
Tertiary Care Teaching Hospital
Nishal Shah, Malkesh Mistry, Urvi Kumbhani, Krunal Dalal, Komal Gaur, Bharat Gajjar
Department of Pharmacology, Pramukhswami Medical College, Karamsad, Anand, Gujarat (India)

Objective: To evaluate the ADEs reported at this centre under Pharmacovigilance Programme of India.
Methodology: As our department is one of the peripheral “Adverse Drug Reaction Monitoring Centres™
(AMC), healthcare professionals of Shree Krishna Hospital are supposed to send intimation to Pharmacology
department when they came across ADE. On intimation resident‘s of Pharmacology department used to
collect history of the same and fill ADR forms. Pharmacolo-gy. residents also survey actively to collect the
ADE as part of their academic curriculum. Descriptive statistics were performed to analyze the ADEs in

' meters.
lvlinsz;ltss:pa\l;f:: have reported 36 spontaneous adverse drug events from May 2014 to Sept 2014. Majority of
the adverse events were seen in female patients i.e. 20 (55.5%). Ten (28%). ADE§ were in patients 0f age
group 21-30 years. One ADE was life-threatening and one was needed hosp:tahzatmp. Out of 36 ADEs, ‘19
(53%) were probable, 16 (44%) were possible and one was certain. Active therapeutic intervention _tohtrfn
ADE was needed in 19 (53%) cases. Commonest drug rgsponmble for ADE was Metropldazo_le. Eig Eun

0 DEs were of augmented type while remaining 18 (50%) P‘\DES were ofblzane in nature.
(30%) of total A i itoring is important to promote safe use of medicines. Clinicians and
Conclusion: Adverse drug reaction momto'rmg l?‘A[;)R orting to enhance patient safety. As less reporting
other healthcare professionals should be aware of ADR rep hg —e monito;ing e
is observed. continuous reinforcement is required to inculcate the cu
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P17 . o
Screening Of Used Eye Drop Containers for Microbial Contamination

Bachewar NP!, Deshmukh D?, Joshi RS?, Gondhale H’, Ahire NS
| Department of Microbiology, Shri Vasantrao Naik Government Medical College, Yavatmal, Maharashtra
2 Department of Pharmacology, Shri Vasantrao Naik Government Medical College Yavatmal,

Maharashtra , o . . ’
3 Department of Ophthalmology, Shri Vasantrao Naik Government Medical College Yavatmal,
Maharashtra

Background: Contamination of cye drops poses a potential cause of avoidable ocular infections. Apart-from
the risk of infection, microbial contamination may alter the pH of the solution thereby reducing the efficacy

of drug. iy )
Aims: This study was aimed to identify the pattern of the bacterial and fungal contamination of used/opened
eye drop containers and residual medicine at our teaching hospital. ‘
Metheds: Fifty five used eye drop containers were obtained from patients attending out- patient and 1n-

patient departments of Ophthalmology. We filled Case record forms for each container and thcn sent them
for microbiological investigations to microbiology dept. The residual medicine was cultured in hran? heart
infusion broth for 48 hours at 35C and then sub- cultured on blood agar, Sabaurods-Dextrose agar. McConkey

agar. Bacterial and fungal Isolates were confirmed both by conventional and automated methods.
Result: We found 14.5% multiple dose ophthalmic solution contaminations with various bactcna. like
staphylococcus (9.09%), pseudomonas (3.63%), and E .coli (1.81%). We did not find any contamination by
fungi. We also observed that, there was no contamination with eye drop containing antimicrobial agents.

Conclusion: Our data show a contamination rate of 14.5%, which is the lower range of data published on

the contamination of eye drops elsewhere (0.07% to 35.8%)

P 18.
Klebsiella Endocarditis Leading To Brain Abscess in a Child with Tetralogy of Fallot

Ojing Tayeng, Shaad Abqari, Shaukat Ali
Department of Paediatrics, Jawaharlal Nehru Medical College & Hospital, Aligarh Muslim University
Aligarh
Corresponding email: ojing_tayeng(@yahoo.com

Though congenital heart disease (CHD) predisposes to Infective endocarditis and brain abscess, endocarditis
due to gram negative bacteria is uncommon. Among gram negative bacteria, Klebsiella species are very rare
cause of bacterial endocarditis. Here we describe a case of a two and half year’s male child who presented to
us with fever and cyanotic spell with initial echocardiography revealing TOF with no evidence of
endocarditis. The child developed fever on day 8th after being afebrile during 1™ seven days of hospital stay
while on empirical IV antibiotics and initial culture being sterile. Repeat echocardiography was done and
blood culture from three different sites 12hrs apart were sent. A CECT head was done on later date which
revealed a ring enhancing lesion in left parieto occipital region suggestive of brain abscess. One Repeat blood
culture also came out to be positive for klebsiella species. A diagnosis of klebsiclla Endocarditis (? Hospital
acquired) with septic emboli to brain was made and sensitive antibiotics were started.
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P19,
Electronic Nicotine Delivery System & Safety issues: Current Status.
Rajiv Kumar, Jagjit Singh ‘ _ i
Department of Pharmacology, Government Medical College & Hospital, Chandigarh-160030, India.
Corresponding email: DRrajiv.08(@gmail.com

Context: Flectronic Nicotine Delivery System (ENDS) of which electronic cigarettes are the most common
prototype, are a recent development in tobacco harm reduction. E-cigarettes (ECs) are made up of a cartnidge,
atomizer, battery and an LED light. E-cigarette is also known as an e-vaping device, were 1ntroduch to the
Chinese market in 2004 and to the US market in 2007, now becoming popular in India. The studies ha\c
revealed that e-cigarettes are not free from adverse effects and the use of e-cigarettes by teenagers, especially
middle-school children. has increased resulting in the criticism of e-cigarettes worldwide.

Opjecti\'e: To review the studies on ENDS / e-cigarettes - to assess the adverse effects and regulatory
guidelines regarding safe use of e-cigarettes.

Method / Search Strategies: We searched the PubMed electronic database by using defined key words
r_clated to e-cigarettes and appraisal of published articles from peer reviewed journals. The search was
limited to articles written in the English language till date.
Results: The studies have revealed that there is tremendous growth in the e-cigarette market and millions of
people currently using them. ENDS are shaped to look like their conventional tobacco counterparts e.g.
cigarettes, cigars, pipes, hookahs, they also take the form of pens, and USB memory sticks. It is estimated
that there are approximately 466 brands and 7764 flavour of e-cigarettes, & US $3 billion was spent on ENDS
globally in 2013. There are two views, some experts welcome ENDS as a pathway to the reduction of tobacco
smoking, while others do not support their use, hence ENDS are the subject of a public health debate. There
are reports from the studies that e-cigarettes cause pneumonia, congestive heart failure. disorientation,
seizure, hypotension, and other health problems.

Conclusion: E-cigarettes were marketed as less harmful alternatives to smoking, currently the use of e-cig
is apparently booming as a “gateways devices” for smoking among young people. ENDS are the subject of
a public health dispute because of safety issues. There is lack of consistent. scientific research on ENDS also
reports are not evidence-based. There are health risks to users, non-users and bystanders. Appropriate
legislative and regulatory measures to prevent the use of e-cigarettes are necessary. There is need for well-
designed studies & pharmacovigilance programme for Electronic Nicotine Delivery System.

P 20.
Pattern of adverse drug reactions reported to the regional Pharmacovigilance center at a Tertiary

Care Teaching Hospital in Bhopal
Rakesh Sonawane, Arun Srivastav, Arvind Sharma, Abhay Joshi
Department of Pharmacology, Gandhi Medical College, Bhopal (MP)
Corresponding email: drrakeshsonawane(@gmail.com

Objective: To characterize the pattern of ADRs reported & assess the causality of collected ADRs by

Naranjo’s & WHO-UMC scale in a tertiary care teaching hospital in Bhopal.
Methods: The study was conducted based on the ADRs reported between April 2014 and September 2014

(6 months) to the pharmacology department. Evaluation of the data was done for various parameters which
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ineluded patient demographics, drug and reaction characteristics, and outcome of the reactions. Assessment

was also done for causahty
Results: Total of 79 ADRs, which were reported during the 6 months period among which 49 (62.02%) were

in males and 30 (37.97%) in females. Dermatology department reported 56 (70.88%) out of 79. Most

common ADRs reported were acnetform eruptions 43 (54.43%). Among the total ADRs, topical steroids

[n 39, (49.36%)] were responsible for most of the reactions followed by antimicrobial drugs [n=14,

(17.7290)]. The causality assessment showed 69 (87.34%) of the ADRs to have a “probable’ relationship with
the suspected reaction. Majority of the ADRs were non-serious and only 11 cases were serious and required
hospitahization,

Conclusion: The results suggest that healthcare professionals (HCP) at this institution are cognizant of PV.
However a closer liaison between the HCPs and the hospital PV centre, periodic reinforcement of the HCPs
regarding the need for PV can further improve spontancous reporting. The data will also help in designing

strategies for framing policies towards safer use of drugs in future.

P2L
A Study on Assessment of Medication Related Problems in Cardiovascular patients at General

Medicine Department of a Tertiary Care Teaching Hospital

M. Ramya, N. Jyothsna, P.Sri Harsha
K.V.S.R Siddhartha College of Pharmaceutical Sciences, Vijayawada, Andhra Pradesh, India

Objectives: The objectives of the study were to evaluate the number and nature of drug related problems
(DRPs) with cardiac drugs, to prevent actual and potential DRPs, to provide pharmacist interventions for
identified DRPs, to evaluate pharmacist intervention mediated outcomes and to improve the overall patient
care.

Method: A prospective, observational and interventional study was conducted among 189 patients with
cardiovascular disease who were aged 18 years or older and admitted to the general medicine ward. During
the six months study period the nature, prevalence and incidence of DRPs were studied and documented
using the PCNE (Pharmaceutical Care Network Europe foundation) classification system.

Results: A total of 189 patients with a mean age of 57.22 years were screened for DRPs. Among them 130
patients have at least one DRP. A total of 416 DRPs were identified of which improper drug selection
(23.31%), untreated indication (19.95%) and drug interactions (16.10%) were the most frequently occurring
DRPs. Adverse drug reactions accounted for 10% and anti-hypertensive drugs were most commonly
associated with adverse drug reactions. Calcium channel blockers were the most commonly implicated class
of drugs in DRPs followed by anti-platelet agents and amlodipine presented a high drug risk ratio.
Pharmacist interventions were mostly on drug choice, drug interactions and 68% of them were accepted,
resulting in prevention of DRP occurrence.

Conclusion: The current study demonstrated the importance of routine medication review and the need of
a pharmacist in a multidisciplinary team in prevention of drug related problems with cardiac drugs.

P 22.
A comparison between implementation of regulations pertaining to Pharmacovigilance between

India and Europe

Rohit Agrawal, D.D.Santani
Department of Pharmacology, NIMS Medical College, NIMS University, Jaipur

Aim: There i1s variation in the pharmacovigilance system from country to country with Europe being the
most advanced and India still being in its infancy. This necessitates the utmost need for effective regulations
for monitoring adverse drug reactions for strengthening our drug regulatory system.
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. +d
and CDSCO, India were studiee

Methods: The publications related to pharmacovigilance in European Union
and the monitoring processes were compared. armacovigilance of the
Results & conclusion: Comparing the implementation of regulations relating to pharmac Ihe reasons for
two countries, it is observed that India is far behind in strictly implementing the "Cg“]m“_m\_, ¢ _‘“
this difference could be lack of sufficient funding, trained staff, and adequate training programme.

P 23.
Sterile Abscess following Pentavac Immunization: a Case Report
Rufaida Mazahir, Uzma Firdaus, Syed Manazir Ali _ o 118
Department of Pediatrics, Jawaharlal Nehru Medical College Hospital, Aligarh BieeTin SR S
India.
Corresponding email: rufaidamazahir@gmail.com

Adverse reactions are quite common after DPT vaccination. They are mainly |"C‘f! ‘I"“:_ ";l\:”:i:t:;l;
reactions. Local reactions are usually pain, swelling, induration and redness at the site u‘ .l‘l ;‘\ nlwludc
injection. Among systemic reactions fever, fretfulness and drowsiness are commonly seen. Ra'u.«'n. L enls
sterile abscess at the injection site, the incidence being 6-10 per million doses. Here we I'Cl“’r"‘f ‘f"‘t (I)l;'l H
abscess occurring in a two month old baby following Pentavac (pentavalent vaccine containing ’
influenza B and Hepatitis B) immunization.
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P 24.
Role of Pharmacovigilance in the Newly Found Controversy of Oral Contraceptive Pills and

Intraocular Pressure Changes

Sangeeta Bhanwra, Kaza Ahluwalia

Dept. of Pharmacology, Govt. Medical College & Hospital, Chandigarh

Aim: The association between female sex hormones and intraocular pressure changes in eye has been long
known. However, the report of increased risk of open angle glaucoma in the females taking oral contraceptive
pills (OCP) for three years or more has come up as a recent finding, which requires further studies to probe
the causal association between estrogen, progesterone and intraocular pressure (10P) rise, if any. The wmm ol
this study is to create awareness about this recently reported glaucoma risk with OCPS so that eflective
pharmacovigilance programme can be initiated to prevent this.

Methods: In this study, adequate information was searched using the internet databases like PubMed and
Medscape.

Results: The American Academy of Ophthalmology in New Orleans, has announced recently, that women
who have taken oral contraceptives for three or more years are twice as likely to suffer from glaucoma. The
study indicates that glaucoma may be considered as a part of the risk profile for a patient on oral contraceptive
pills, together with other existing risk factors.

Conclusion: The association of OCPs with risk of glaucoma is a reason for alarm, especially i a country
like ours, where OCPs are the most commonly used method for birth control and the population taking these
pills is generally unaware of the impending risks. With proper pharmacovigilance, the association between

OCPs and 10P can be demonstrated.

| . 8
Prescription Auditing of patients admitted at a ward of tertiary care hospital of Western UP

Sangeeta P Bhat, S. Ziaur Rahman
Dept. of Pharmacology, INMCH, AMU, Aligarh

Aim: To analyze and auditing the prescribing pattern of inpatients admitted at Dermatology Ward of
Jawaharlal Nehru Medical College Hospital, A.M.U., Aligarh, from the period of January 2012 to October
2014.

Material and Methods: Permission to access medical records of the past 2 years of all patients admitted in
the Dermatology ward from January 2012 to October 2014 was obtained by competent authority. Of the 72
patients, prescriptions of only 70 patients (25 female, 45 male) were available in the Central Record Section
(CRS). These prescriptions were analyzed after making a standard criterion using WHO and other
researchers’ guidelines. Following modified parameters were taken to analyse and auditing prescription:

1. Patient details like name, age, sex and address.

2. Completeness of diagnosis, legibility & spelling mistakes.

3 Details of the consultant like name, signature and contact number.

4. Use of generic name, mean number of drugs per prescription, number of antibiotics per prescription,

route of administration and provision of proper instructions.

Results: Only 25.71% of prescriptions contained the full names of patients, while their age, sex and address
were present in 98.57% of the prescriptions. 97.14% prescriptions were found written with a diagnosis and
contained the signature of the concerned doctor. Only 1.4% had the doctor’s phone
number. None of the drug names were in generic form. A mean number of 7.37 drugs were wnitten per
prescription. Insufficient instructions were mentioned on all prescriptions for both oral :m.d topical drugs.
4.27% prescriptions were illegible, however, spelling mistakes were not found of the prescribed drugs.

08.57% prescriptions
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Conclusion: Ax per Wi, drug use idicators are simple as a supervisory tool to detect problerm

wr 1Y) 3 -— ” o . .
performance by individual doctors. We can conclude by stating that there 1s always a scope ol
mprovement in presc llhlng patterns and hence, promotion of rational drug use among pr.ummm.r

P 2e6.
Safety Profile of Paclitaxel
, Yadav §', Sharma V', Gupta SK', Sharma M * ‘ '
Delhi Institute of Pharmaceutical Sciences And Research (DIPSAR), Pushp Vihar Sector-3, New
Delhi-110017, *Panacea Biotee Ltd., B-1 Fxtn/G-3, Mohan Co-op. Indl. Estate, Mathura Road,
New Delhi-110044.
Objective: To assess Safety profile of Paclitaxel
tol for collecting safety information of drug by the Market
12 to 31-08-2014 using

Mcthods: Literature source is one of the
f\uthun/:luiun Holder (MAH). Literature search conducted for the period of 01-01-20
term paclhitaxel International Non-proprietary Name (INN) in electronic Database ( PubMed .
Safety Reports (ICSRs) of Paclitaxel were screened for valid ICSRs. We prepared line listing as per ICH
E2D guideline. Pivot tables were prepared for the assessment of ICSRs e.g. Country wise ICSRs distnbution,
no. of SADRs in male and female, SOC wise ADRs distribution etc. Suspected ADR terms were coded using
MedDRA.

Result: Till now (study is in progress) 272 Individual case safety reports (ICSRs) have been screened. Japan
has 47%, USA 11% and India 5% share of valid ICSRs. Female and male share 61% and 39% of vahd ICSRs
respectively. Till now suspected ADRs for paclitaxel belong to 16 system organ class (SOC) with maximum
[4% suspected ADRs belong to nervous system disorders, infections and infestations 11%, Skin and
subcutaneous tissue disorders 11% Blood and lymphatic system disorders 11%, 26 SADRs were found.
Breast, Lung, Cervical and Gastric Cancer were most common indication for PTX.

Conclusion: Since PTX is anticancer chemotherapy drug which is used for cancer treatment such as breast
cervical, lung cancer, advanced cases of cancer, metastasis cases, benefit outweigh risk of ADRs however
physician should take account of the SADRs due to PTX while chemotherapy and cases in which PTX

). Individual Case

chemotherapy is ineffective.

P 27.
ADR —Monitoring in Unani Medicine
Sumbul Rehman, Abdul Latif
DRS-I, Department of IImul Advia, Aligarh Muslim University, Aligarh

Adverse Drug Reactions (ADR) are any noxious, unintended and undesired effect of a drug, which occurs at
a dose used in humans for prophylaxis, diagnosis, therapy or modification of physiological functions. It may
be differentiated from Adverse Drug Events (ADE) as in ADE these are the any untoward medical occurrence
that may present during treatment with a drug but which does not necessarily have a causal relationship
with its use.

Unani System of Medicine (Greco-Arab medicine) has an age-old concept and principles of drug
management. It includes the basic concepts of Drug Monitoring which inttially monitors the Drug before
prescribing it to the patient and there are various procedures mentioned in the Unani classical literature where
Avicenna (980-1037 A.D) has mentioned in Al-Qanoon that says that Drug Monitoring starts from the Day
of Collection of the drug till its use in the patient and follow up 1s also given to the patient. Drug also causes
the adverse effects beside its therapeutic usage, this concept was well known to the Unani Scholars this s
evident from the fact that Ibne Sina in his book of al-Qanun under the heading, “On General Means ot
Treatment”. He has said that treatment should be done in three ways: “one of them 1s regimen and nutnton.
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the second, application of drugs; and the third, manual treatment, 1.e., surgery” Treatment with drugs must
take into account the following rules: choice of drugs by their quality, sclection of drugs by ther quantity
and this rule includes change in weight, potency and properties; and the time of administration of drugs 5o
if we follow the basics of Unani medicine we can escape from ADR in multi ways and this is the prime

differentiation and safety measure of Unani System of Medicine.

P 28.
Amelioration of Cisplatin Induced Neuropathic Pain Using Nigella Sativa

Mohammad Tariq Salman, Sachchidanand Tewari, Ali Ahmad
Department of Pharmacology, Era’s Lucknow Medical college, Sarfarazganj, Lucknow (LP) 226003
Corresponding email: mtarigsalman/w gmail.com

Aim/ Objectives: Clinical utility of anticancer drugs is limited by their adverse effects. So. we studied
amelioration of cisplatin induced neuropathic pain using Nigellu sativa seed ethanolic extract. Tramadol was

used as standard drug for comparison.
Material and Methods: Wistar rats were given cisplatin (2 mg/kg) i.p. for 4.5 weeks to induce neuropathic

pain. They were divided in 3 groups viz. - control (distilled water), tramadol (20 mg'kg) & Nigella sativa
(1000 mg/kg) of 6 rats in each group. Pain assessment was done at 0, 30, 60, 90, 120, 240 minutes by hotplate
and tail flick apparatus.

Results: Nigella sativa 1000 mg/kg group exhibited higher reaction time on hotplate and tail flick test which
was statistically significant compared to control group at 90, 120 & 240 minutes. However, tramadol group
at 60, 90, 120 & 240 minutes showed a better effect than Nigella sativa 1000 mg'kg group.

Conclusion: Nigella sativa possess analgesic activity against cisplatin induced neuropathic pain and can be
used for treatment of neuropathic pain. However, further clinical studies are required to advocate its ¢linical

use in cancer patients for treatment of chemotherapy induced pain.

P 29.
Association of New onset diabetes with HMG —Co A reductase inhibitors.

Umme Aiman', Mohammad Azam Haseen?, Prakhar Gupta?, Rahat Ali Khan'

I Dept. Of Pharmacology, INMC, AMU, Aligarh
2 Dept. Of Cardiothoracic surgery, INMC, AMU, Aligarh

Background: HMG Co A reductase inhibitors (Statins) are one of the most widely prescribed groups of
drugs in the world. These cholesterol-lowering drugs received a US Food and Drug Administration waming.
in February 2012, regarding increased risk of incident diabetes and impaired glycemic control in patients
who already have diabetes.

Methods: Relevant clinical trials, experimental studies as well as meta-analysis were reviewed using
PubMed search. Associations of different statins, at different doses as well as gender differences were
studied.

Results: Although a number of questions remain unanswered, the available evidence supports that statins do
increase the chances of New Onset Diabetes (NOD). In this regard some statins appear to be more strongly
related (e.g., simvastatin, rosuvastatin and atorvastatin) than others (¢.g ., pravastatin). Women and elderly
persons appear to be at increased risk.

Conclusion: It is difficult to weigh benefit; in terms of prevention of adverse cardiovascular events, versus
risk of NOD although benefits appear to outweigh nisks in moderate to high Cardiovascular Disease (CVD)
risk population. Their use in low CVD risk population for pnmary prevention is controversial. Clinicians
using statins should be more cautious and vigilant regarding their use and carefully balance bencfits with

risks.
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" 0d:; n:n:r:ayhit Determinanty of Elevated Blood 1ead Levels In Children of Aligarh
2akshi Chaudhary', Uzma Firdaus', Syed Manazir Ali', Abbas Ali Mahdi’

IDepartment of Pediag
partment t‘ﬂl Pediatrics, Jawaharal Nehru Medical College, AM.U, Aligarh
“Department ul'lhm‘hcnmlry, K.GM.U., Lucknow
Introduction: | xposyr |
| ) S ) e . :
i the number o Posure to lead iy o public health concern particularly for young children. Lead poisoning
s . ( o & nr . v {a . ' '
gy Crone L.ll\llf.'llllllkllltl' discase among children in developing countries. Aligarh, being the hub of
a vancty of industries like lock, knobs I

: polishing, battery repair etc.. is feared to be home to children with
risk of CXposure to lead. . hd"uy FRpATE s i TR

‘
Objective: To determine the s
N ]” Ive: 1( dLIermg the soctodemographic correlates of elevated blood lead levels in children aged 6
onths to 12 year attending the Pediatric oPD

Methods: Informed consent of pare
sucking habits of non-food items, th
asked and the responses ente

nts or legal guardian was taken. Questions pertaining to child’s eating or
e type of housing and family’s use of ethnic remedies or cosmetics were
ok A 5 red. Thereafter the site for venepuncture was us-cpllcally‘prcpélircd and blood
pie drawn. Blood lead level (BLL) was done at the department of Biochemistry, K.G.M.U_. Lucknow by
Lead Care 11 Analyzer. Blood lead level above 10 mg/dl was taken as significantly clevated (WHO)
Results: A total of 60 children were included in the study. There were 37 males and 23 females. Elevated
bload l‘cvcl was found in 22 (36%). Age was seen to significantly affect BLL. Only one child was below one
year ofage, 11 and 10 children were in the age group between | to 5 year and more than 5 year respectively
No significant difference in BLL was found in children with or without pica. Recent plumbing or painting in
the household or use of kohl by the child or the mother was also not found to significantly affect the BLL

F 3.

Drug Utilization Study of Anti-Microbial Agents in Hebbal Primary Health Centre in Gulbarga
District, Karnataka.

Md Waseem Ahmed, SH Vardhamane, Prashant Dass, Rameez Ahmed
Dept. of Pharmacology Mahadevappa Rampure Medical College, Gulbarga, Karmataka

Context: WHO describes drug utilization as the marketing, distribution, prescription and use of drugs in

society with special emphasis on the resulting medical and social consequences. Antibiotics are a common!y

prescribed group of drugs and the problem of their overuse is a global phenomenon.  Primary Health Care
(PHC) is integral part of any country’s health care delivery system, its importance is vital when conside red
for the developing countries. To prevent overprescribing amongst PHC practitioners, detailed data on
antibiotic utilization should be obtained.

Aims: To evaluate prescription pattern and criteria for selection of antimicrobial agents (AMASs) in PHC . 10
analyze rationality among the prescriptions and to monitor Adverse Drug Reactions (ADRS) encountered
during the course of the study. | |

Methods and Materials: This prospective, observational and unulyt‘icnl study was done on 300 consceutive
patients of either gender and of any age, to assess the pattern of antimicrobial agent (AMA) use in patients
attending Hebbal PHC in Gulbarga district, Karnataka. Approval and clearance from the istitutional ethics
committee was obtained before starting the study. | |

Results and Conclusion: From our study we see that nn}nngst the single AMA prgscnbcd. most common
was Cefixime (~11%), a 3" generation cephalosporin, ('chynw was also implicated in a m‘x .'\[)R‘\ and hlll
symptoms (7%) and rash (3%) were ulhscrvcd.‘ In the mmh.l'nulmnul AMA therapy used, the most commonly
used AMA combination was Ofloxacin + Ormidazole (—10%).
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Rational use of antibiotics is an area where physicians can harmon;ze their ¢fforts with

team for assuring best possible drug use. The results indicate that
i several areas in the studied PHC. This study needs to be exte
quahty healtheare in the PHC.

a muludisciplinary
a satisfactory standard has been maintained
nded and repeated over time 1o maintain good

P 32.

Study of Nigella sativa Oil as Add on Therapy in Patients of Chronic Kidney Disease

Zafar Masood Ansari, Mohammad Nasiruddin, 'Shahzad F. Haque, Rahat Ali Khan
Departments of Pharmacology & 'Medicine, Jawaharlal Nehru Medical College Hospital, Aligarh Muslim
University, Aligarh, U.p,

Corresponding email: drzmasood@gmail .com

Objective: To study the effect of Nigella sativa oil as add on therapy in patients of chronic kidney disease.
Material and Methods: This is a prospective comparative study conducted in patients of Chronic Kidney
Disease attending Renal Clinie of JNM.CH., Aligarh (March 2014-October 2014). 46 Patients were
randomly divided into two interventional groups. Group I (Control, 21 ) was given conservative management
while Group 11 (Test, 25) was given conservative management along with Nigella sativa oil (2.5 ml. OD.
p.o.) for 12 weeks. Haemoglobin percent, blood urea, serum creatinine, blood glucose, 24-hour total urinary
protein, 24-hour total urine volume and glomerular filtration rate were measured at 0, 6 and 12 weeks of
treatment.
Results: Patients in both groups showed gradual improvement, as was evident from the parameters
mentioned above in both the groups compared to their pre-treated values but it was more marked in Nigella
sativa supplemented group. There was reduction in: fasting blood glucose (2.05% & 15.21%,). post-prandial
blood glucose (5.42% & 14.51%), blood urea (8.52% & 31.1 1%), serum creatinine (0.65% & 29.7%°,) and
total urinary protein (37.17% &43.84%) in Group | & Group II respectively. There was increase in
haecmoglobin concentration (4.91% & 6.18%), total urine volume (17.83% &19.03°
filtration rate (15.35% & 54.1 6%) in Group I and Group II respectively.

Conclusion: Nigella sativa oil (2.5ml OD, p.o., as add on therapy) with conservative management improves
therapeutic output in patients of Chronic Kidney Disease.

o) and glomerular

P 33.

Survey on management of GERD: Clinical experience with esomeprazole + levosulpiride
Chetan Mehndiratta', Mayuresh Fegade?, Jejoe KaranKumar®
'Senior Medical Advisor, Ranbaxy Laboratories Limited, *Medical Advisor, Ranbaxy Laboratories
Limited, Mumbai, Mumbai, *Director, Medical Services, Ranbaxy Laboratories Limited, Mumbai.

Background: Gastroesophageal reflux disease (GERD) results from continued exposure
mucosa to gastric secretions, particularly acid and pepsin. A significant percentage of pat
also have delayed gastric emptying. Though proton pump inhibitors (PPIs) are known
secretion, they do not have any effect on the lower esophageal sphincte
In patients not responding to PPI alone addition of a prokinetic age
pressure and promote gastric motility.

Objectives: This survey was aimed to determine usage profile of fixed dose combination of esomeprazole +
levosulpiride and physician’s clinical experience with it in the management of GERD.

Methods: This survey was based on the clinical experience of 40 randomly selected physicians on an
aggregate patient basis in the management of GERD from different parts of India. Prcscriplm.n Event
Monitoring (PEM) Forms comprising of various questions were filled up by these physicians. Data from 378
patients were analyzed.

of the esophageal
ients with GERD
to decrease acid
r (LES) tone or gut motility. Hence,
nt such as Levosulpiride increases LES
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Results: Of the patients diagnosed with Symplomatic gastroesophageal reflux discase 63 % were males ‘dlu:
17 % were females. Physicians observed that 100 of the paticnts got rehief from symtoms at the end o

treatment with fixed dose combmation of esomeprazole + levosulpiride. Antacids were the most common
co-prescribed drugs (In 7.67%, patients). Adverse effects like loose motions and fever with headache were
noticed in only 0.79% of patients. As per physician’s opinion, this combination was effective in 99.21% of
patients.
Conclusion: This survey highlighted that addition of prokinetic agent like levosulpinde with PPl
esomeprazole offered better symptomatic relief in patients suffering from GERD. Physicians also opined that
this combination is effective in management of GERD with good Q;nl'cly profile.

P 34.
Radiation Therapy: Paradoxical Hypertrichosis
Namburi. Hemanth Kumar
Vaagdevi College of pharmacy, Warangal- 506009, Telangana.

We all know that alopecia is a widely accepted side-cffect rather the adverse effect of radiation therapy
even in this era where modern, precise and accurate treatment delivery systems are available to spare the
normal tissue. But, here is an unusual clinical circumstance where a patient presented paradoxical
hypertrichosis upon treatment with radiation therapy for non-small cell adenocarcinoma of left-lung (stage
[1). However the phenomenon of ‘paradoxical hypertrichosis” is very rare and only very few cases are

reported worldwide. But this topic may trigger research in the arena of dermatology. The poster presents a
plausible hypothesis for this unusual phenomenon.

P as
Survey to understand role of angiotensin receptor blockers (ARBs) in the management of
Hypertension
Mavyuresh Fegade', Chetan Mehndiratta?, Jejoe Karan Kumar®
'Medical Advisor, *Senior Medical Advisor, *Director, Medical Services, Ranbaxy Laboratories Limited.

Mumbai.

Background: The manner in which blood pressure (BP) is reduced influences outcome. and antthypertensive
therapy should induce smooth and sustained BP control throughout the 24-h dosing interval. The studies also
suggest that, in order to improve the cardiovascular risk profile of patients with hypertension, optimal
antihypertensive therapy should provide sustained BP reduction and smooth BP control over the full 24-h
period. In the patients treated with losartan, measurement of blood pressure at trough (24 hours post dose)
relative to peak (5-6 hours post dose) demonstrated relatively smooth BP reduction over 24 hours.
Objectives: This survey was aimed to determine usage profile of different angiotensin receptor blockers
(ARBs) in hypertension and physician’s clinical experience with these ARBs in the management of
hypertension.
Methods: This survey was based on the clinical experience of 43 randomly selected physicians on an
aggregate patient basis in the management of hypertension from different parts of India. Prescription research
survey (PRS) questionnaire forms comprising of various questions were filled up by these physicians based
on their clinical experience.

Results: Fifty two percentage of all hypertensive patients taking medications are on ARBs. Majonty (57.5%)
of physicians use ARBs as first line of therapy for newly diagnosed hypertensive patients. Losartan 1s a
preferred ARB by most of the physicians (69.77%). Physicians also opined that smooth reduction of blood
pressure 1s most important factor in choosing untihypcncnsi\'c‘ drug followed by safety of the drug
nine percent of physicians perceived losartan for smooth reduction of BP,

Sixty
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Conclusion: This survey highlighted that smooth reduction of blood pressure 1s a most important factor in
choosing antihypertensive drug in hypertension. Losartan is preferred drug for smooth reduction of BP

P 36.
A Fall That Struck His Heart

Mohd Raza, Kamran Afzal, Akash Gupta, Azeem ullah, Shaukat Ali, Shaad Abqari
Department of Paeditarics, JN.M.C.H, AM.U., Aligarh

A Syrs old male child presented with h/o fall from height and sustained lacerated wound on the night side of
the chest which got infected and subsequently drained by the CVTS team. The child was continued on i.v.
antibiotics but continued to run high grade fever with tachypnea followed by generalized swelling of the
body. The child was investigated and showed B/L pneumonitis and positive pus culture for Staph aureus.
Echocardiography revealed massive pericardial effusion (purulent) with tamponade which was drained with
Pigtail catheter and subsequently the child improved. This case showed that how innocuous wound can lead
to hfe threatening complication in the form of cardiac tamponade especially in children with staph aurcus

infection.

P 37.
Meroanencephaly in a newborn — A rare anomaly

Imran Asghar, Uzma Firdaus, Syed Manazir Ali, Iraj Alam Khan, Devesh Agarwal
Department of Paediatrics, J.N.M.C. A.M.U, Aligarh

Introduction: Meroanencephaly is a rare form of anencephaly characterized by malformed cranial bones
and a median cranial defect, through which protrudes abnormal tissue, called the area cerebrovasculosa. Area
cerebrovasculosa denotes abnormal spongy, vascular tissue admixed with glial tissue ranging from a thin
membrane to a large pseudoencephalic mass that is composed of connective tissue, hemorrhagic vascular
channels, glial nodules, and disorganized choroid plexuses. Its actual incidence is unknown. Very few cases
have been reported in the world literature. Here we present a case of Meronencephaly cared for in our
Neonatal Intensive Care Unit.

Case Report: A male baby was born at term by normal vaginal delivery to a primigravida mother who did
not have any antenatal visits or folic acid supplementation during pregnancy. The baby weighed 1.785
kilograms and cried poorly following birth. He showed gross malformation of the cranium in the form of
meroanencephaly and bilateral proptosis. No history of teratogen exposure could be elicited. Antenatal
ultrasound was never done which might have picked up the defect. He was on intravenous fluid for three
days after which he was shifted to oral feeds which he tolerated well. The baby was discharged on ¢ighth day
on oral feeds. The vital need for folic acid supplementation prior to conception was advised and cmpha.wcli

upon the family.

A rare case of Meroanencephaly in a male baby
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Safety evaluation of Indacaterol, an Ultra-long-acting p:-adrenergic receptor agonist, in comparison
o Tiotropium in patients of COPD.
Mohammad Sajid A am, Jameel Ahmad, Anil Kumar, 'Mohammad Shameem
Dept. of ”m“m"'.“!“gy & "Dept. of Fuberculosis & Respiratory diseases, INMC & Hospital, AMI
Aligarh
Email: msajnvk@gmail com

O o et o Ao s s yoms e v dydos s

‘ ance therapy. These agents increase the compliance of patients wit
present sn'u‘iy we evaluated the safety of Indacaterol in comparison to Tiotropium .
Method: This is 4 randomized, Prospective, open labelled and parallel group study. Eligible patients “C:L
enrolled and randomized according to the table generated by random allocation software into two groups (20
patients in cach group),
(_lfl)llp l patients received Indacaterol in the dose of 150ug once daily and Group II patients received
lotropium I8ug once daily for 12 weeks. Patients were followed fortnightly up to twelve weeks
Result: One patient of Indacaterol group and two patient of tiotropium group complained of cough which
appeared 15 to 20 seconds after the inhalation for 5 to § seconds. Two patients from group! (Indacaterol)
presented with mild headache within two weeks and similar complaints were found in two patients of group?
(Tiotropium) within four weeks of treatment.
No i_nlcn'cntions required for above complaints. No any patients of either group presented with tremor,
palpitation, and muscle SPasm as recognised by previous studies with ;- agonist drugs.
Conclusion: Once daily dose of 150pg was well tolerated in this study and also provides sustained
bronchodilation. Because our study included only small number of patients so more studies are required 1o
evaluate various safety parameters.

P 39.
A Case of Multiple Pyemic Abscess with Septicemia and Pneumonitis In
A 10 Months Old Child Due To Community-Acquired Methicillin resistant
Staphylococcus Aureus
Shivani Nivedita, F. K. Beig, Shaad Abqari, K. Ali, Mohd Raza, Yusuf Imran Ansari
Department of Paediatrics INMCH, AMU. Aligarh
Email: Shivani.Nivedita@Yahoo.In

A ten month old male child presented to our speciality with ¢/o fever on and off since 2 month swelling over
right thigh region for past one month following which he developed multiple abscesses all over the body (
pinna, breast and back) and difficulty in breathing in the form of fast breathing and chest wall retraction and
shock.

On ivestigation counts were very high (49000/micro litter) and chest X-ray suggestive right lung fluffy
infiltrates. Abscesses were drained and culture sensitivity showed oxacillin resistant staph aureus strain
sensitive to Vancomycin and after starting sensitive antibiotic the child showed dramatic Improvement
Staphylococcus aureus resistant to methicillin was initially described as a typical micro-organism obtained
in nosocomial infections. However, in recent years CA-MRSA infections is a cause of skin and soft tissues.,
but serious infections such as pneumonia and sepsis may occur. This report describes a case of sepsis in a
child, complicated by pneumonia secondary to soft tissue lesions by CA-MRSA.
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Multiple intracardiac mass creating a hypoplastic left heart situation.

Syed Manazir Ali, Shaad Abqari, Hari Shankar Meshram, Akash Gupta
Department of Pediatrics, INMCH, AMU, Aligarh.,

2- month- old boy weighing 2.5 kg was admitted to our institute with fast breathing, and central cyanosis
since 15 days of life. On examination HR 170/m, RR 88/m, CRT-3, Temp 99°F, MAP-32 mmHg with SPO2
43 %, 69 % in room air & with O2 respectively. CVS examination showed S1, S2 Normal with PSM Grade
3 at left parasternal arca. Respiratory examination showed tachypnea, intercostal & subcostal retractions,

with diminished B/L air entry, and basal crepts. Other systemic examinations were normal.
ntricular and ventriculoarterial concordance., normally related

Echocardiography showed situs solitus, atriove
great arteries, with normal pulmonary & systemic venous drainage. PFO (left to right shunt) seen. Large
mass was seen filling LA, affecting LA filling and contractility (1) Minimal flows seen across mitral valve.

LV was hypertrophied, with small mass also seen floating in it (2). Multiple muscular VSD jets were seen.
Left Arch, with hypoplastic Ascending aorta almost atretic (3) with minimal antegrade flows , smallish
transverse arch, & PDA continuing as descending aorta seen and retrograde flows filling the transverse

arch.(4)

P 41.
Mortality Risk Assessment of Stemi Patients Using

Dynamic Timi Risk Score
Yalagandula Amulya', Morem Nagaraju', A. Bikshapathi Rao?
! Department of Pharmacy Practice, Vaagdevi College of Pharmacy, Warangal, Telangana State.
’Department of Cardiology, MGM Hospital, Warangal, Telangana State.
Background: Cardiovascular disease has emerged as a major health burden in developing countries and is a
¢ are multiple methods of

subject of great concern for its significant contribution to mortality. Although ther
risk stratification of ST-Elevation Myocardial Infarction (STEMI), the Dynamic risk score provides an initial

risk stratification and reassessment at discharge.
Aim: Our main aim was to assess one year mortality rate in STEMI patients admitted into ICU cardiology

department MGM Hospital.
Methodology: A prospective observational study was conducted on patients diagnosed with STEMI from

March to October, 2013. Dynamic TIMI Risk Score was used to assess the | year mortality risk for the

patients who were diagnosed with STEMI.
Results: Out of 80 patients 81% were males and the mean age of the study subjects was 53.81+12.09 (95%

CI: 51.12 TO 56.50) years. 40% of patients had history of Hypertension and 17.5% had Diabetes
Mellitus.44% patients belonged to KILLIP II class and 39% patients are diagnosed either with anterior wall
Myocardial Infarction or Left Bundle Branch Block. Of the total in hospital events 13(42%) patients suffered
with arrhythmias, 10(32.25%) with recurrent myocardial infarction and 7 (22.5%) with major bleed.
Dynamic TIMI risk showed that 16(20%) patients had high, 25(31%) had moderate and 39(49%) had low |

year mortality risk.
Conclusion: Risk stratification of STEMI patients is a continuous process and dynamic TIMI risk score can

be used to estimate | year mortality at the time of hospital discharge.
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S e R v g
pectrum of cyanotic congenital Heart disease presented in a tertiary care hospital,

| ("“,“!!_ A, Ali SM, Abqgari S, Meshram HS
Department of Pediatrics, J. N, Medical College and Hospital, AMU Aligarh

:;,‘::,Lr;l:i;,,:\(fl:znL)t::bﬁl II‘:;‘:'Cntcd “'."h f\‘L“Vcrc respiratory distress and Cyanosis, and was not mamtaining
h tHh 100 oxygen. ECHO was done which showed T ricuspid atresia with pulmonary
atresia. Baby was surviving due to open PDA So was started with PG| infusion and O2 % FiO2was
reduced.
‘een e ahe veampad <ot ) .

fn"":'ll;-l-“:::“?‘.} f?'“";"‘ttd W l'l'h‘cyaumsm at birth. Clinical examination revealed single qud S2, ESM murmur

P ry area. ECHO was done which showed Corrected TGA with restrictive VSD with severe PS,
Patient was refereed to higher centre for Pulmonary ballon valvulotomy.
Cased: A baby was presented with cyanosis at and fast breathing at | day of life. X ray chest showed snow
storm appearance, ECHO showed Left sided deviated IAS which caused pulmonary veins to drain in RA
Creating TAPVC. Patient was referred for surgery where a patch was made and 1AS was
b‘hlﬂt‘d 10 normal location so that now pulmonary veins drained to normal atria i.c. LA
Case 4: A Paby presented to us in shock and cyanosis at day & of life. CVS examination was normal. ECHO
was done for r'uling out any congenital anomaly. And we founded multiple intracardiac mass filling LA and
[Z\ - And Aortic arch became atretic. This created a hypoplastic left heart situation.
Case 5: A newborn presented with severe cyanosis at birth. Hyperoxia test was positive. ECHO was done
and showed small restrictive perimembranous VSD and severe PS with gradient of 66 mmHg. Patient was
started with PGE| infusion.

P 43.
A Rare Case Report of Dress Syndrome Caused By Vancomycin
Agnik Pal, Syed Mohammad Naser, Sukanta Sen, Santanu Kumar Tripathi
Dept. of Clinical & Experimental Pharmacology, Calcutta School of Tropical Medicine, C. R. Avenue.

Kolkata
E-mail: smnaser2012@gmail.com

Introduction: Drug reaction with eosinophilia and systemic symptoms syndrome (DRESS) is a distinct
severe adverse drug reaction characterized by potentially life-threatening hypersensitivity reaction with
extensive rash, fever, and internal organ involvement including liver and kidney, occurring most commonly
two to six weeks after initiation of a medication.

Case Presentation: A 62-year-old female was admitted in a tertiary care hospital with severe fever.
progressive maculopapular skin rash, eosinophilia and acute renal insufficiency. History revealed that she
had valvular heart disease, for which prosthetic valve replacement was done about 5 years back and she was
treated for Prosthetic valve endocarditis in a private clinic about | month back, where treatment was done
with vancomycin (2 g/day) due to infection by methicillin-resistant Staphylococcus aureus. No drug a}lcrg}
was reported. Approximately 3 weeks later, she started dcvcloping the symptoms. Diagnosis w as confirmed
using haematological, LFT findings, renal profile and cxclu_dmg th»c othcr'causcs.. According to the
RegiSCAR scoring system, our case could be classified as dcﬂmlg DRESS scoring 6 points. There were no
lymph nodes enlargements. Methylprednisolone (1g/day) and antihistaminics were administered to achieve
the cure. _ . ‘
Conclusion: The diagnosis of DRESS is challenging because the pattern of f‘u‘a"_cf’f“ eruption and’ l‘he t_\p;x‘
of organs involved are various. There is scarcity oi‘publishcq case reports ol. [)Rl-,§b W }th wan‘con)_\;.nl\ m\_ the
literature from Indian perspective. Further studies are rcqu:rcq Igr early dmgnpm§ of a case of DRESS as
well as to formulate better treatment protocol to diminish morbidity and mortality from it
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Opipramol: Drug review and our clinical experience

Mohammed Reyazuddin', Suhail A. Azmi?
'Senior Resident, Dept of Psychiatry, INMCH, AMLU. Ahgarh,
‘Professor, Dept of Psychiatry, INMCH, AMU. Aligarh.

Opipramol s an antidepressant and anxiolytic used in Germany and was recently launched in India. It is an
iminostilbene dernivative, belonging to dibenzazepine group and was developed by Schindler and Blatner in
1961. Although it is structurally similar to tricychic antidepressants (1C As) especially imipramine but it does
not classed as TCAs because opipramol does not act as reuptake inhibitors, instead acts as a sIgma
receptor agonist. Opipramol s typically used in the treatment of generalized anxiety disorder (GAD)
and somatoform disorders

Adverse drug reactions: Opipramol is a well-tolerated drug and produces fewer side effects
than SSRIs and SNRIs. The frequently (=1% to - 10%) reported adverse reactions with opipramol especially
at the beginning of the treatment includes fatigue, dry mouth, blocked nose, hypotension and orthostatic
dysregulation. The adverse reactions reported occasionally (20.1% to <1%) includes dizziness, stupor,
m:ctumipp disturbances, accommodation disturbances, tremor, weight gain, thirst, allergic skin reactions
(rashf uriticaria), abnormal ejaculation, erectile impotence, constipation, transient increase in liver enzyme
activities, tachycardia and palpitations.

Our Chinical experience: we used opipramol for the treatment of general anxiety disorder in 15 patients in a
dose of 150mg/day to 300mg/day. Drug was well tolerated by most of the patients and mild gastrointestinal
symptoms was complained by 4 patients and only 3 patient reported dizziness. No significant improvement
in the symptoms of anxiety was reported by the majority of the patients in a 2week period. As, the drug was
recently launched in India so there is limited data on its usage. However, double blind placebo control inal

was needed to validate its efficacy.

P 45.
Acute Kidney Injury Associated with the Use of Nephrotoxic Drugs in Children with Complicated
Malaria
Abhishek Goval, Kamran Afzal, Tabassum Shahab, Haris Manzoor Khan'
Department of Pediatrics and 'Microbiology, Jawaharlal Nehru Medical College, AMU, Aligarh

Background: Malaria is a significant cause of morbidity and mortality in children and adults, cspecially in
tropical countries. Acute Kidney Injury (AKI) is among the commonest complications of malana in

<hildren. Use of nephrotoxic drugs may aggravate kidney injury in children with comphicated malana
Objective: 1o study the association of nephrotoxic drugs to acute kidney injury in children being treated

tor complicated malaria.

Methods It was a cross sectional study done in the Pediatric ward of a referral teaching hospital Children
aged up 1o 14 years admitted for complicated malaria were included. Diagnosis and species of malana were
contirmed by peripheral blood smear or quantitative bufty coat (QBC) methods and the stage of parasitemia
was determined. Patients were categonized into complicated and uncomplicated malana as per WHO entena
Concomitant use of nephrotoxic drugs was noted. Presence of AKI among the patients was assessed using
the Acute Kidney Injury Network (AKIN) eriteria. Other risk factors for AKI such as presence of vomiting,
diarrhoea, dehydration, use of diuretics and coexisting infections were also noted. All patients were followed
up to discharge to note persistent derangement of renal functions. Patients with abnormal serum creatinine
at discharge were further examined at 1-month and 3-month follow -up visits for persistence of derangement
Results: A total of 153 patients of complicated malara were studied. Most patients (n 100; 68 2%0), had
recerved one (n-67, 67%) or more than one (n=33, 33%) nephrotoxic drugs, before or dunng the course of
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he
| (33) days. The

19,y and other

hospital admion Mean (S.D) duration of nephrotoxie drug admimistration was y3
nephrotoxie drags adinim Aered e luded ammoplycosides (n- 97, 97%) antiepileptics (n . h AKI that were
drugs ke vancomyein and pipcracilline (10, 10%).OF the nisk factors assox Mlcd-“,,”.‘p C1- 1.5-7.5
studied, use of nephrotoxic drugs had an mdependent and signihicant assoctation, OR 3 " |l-‘mt‘ ol renal
P 0004 \ddinonally, there iy SIENCOnt asso ation of nephrotoxic drugs with persisic

function derangement (P 0.009) 44 measured by elevated scrum creatimime levels on follow ll‘l: tactor tor
Conclusion se of nephrotoy e drugs in patients with malaria 1s a significant independent .l;\ ‘;qumw
\KTand s also associated w h persistence of clevated serum creatinine on follow -up, which unde

the need for udicious use ol antibionies

P 46.
Rifampicin Induced Pleural Effusion: A Case Report
Md Arif Alam, Zuber Ahmed, Imrana Masood, Jamal Akhtar
Department of Tuberculosis and Respiratory Discases, Jawaharlal Nehru Medical College, Aligarh Mushim
University, Aligarh 202002, UP, India

, b ]

A 24 year old patient was admitted witly high grade fever and body ache for last 3 days. His X- ray chest | \

view showed bilateral cftusion. His routine investigation like haemogram, blood sugar, blood urea, urine

routine ang MICroscopy were in normal range. History of present illness revealed that he was on

antitubercular treatment for last one week for Koch's abdomen. X-ray chest PA view was normal at l‘hal ume.

He was put on antibiotics but there was no response. It was thought that patient had drug induced fever and
effusion. So all the medicine were stopped, steroids were started. within three days fever subsided and
ctfusion were cleared. After gap of 7 days ATT was again started but patient again developed high grade
fever. So ATT was again stopped and fever subsided. After few days only rifampicin in the dose of 450 mg
once daily was started, patient again developed fever and effusion. So it was confirmed that rfampicin was
the drug which caused fever and pleural cffusion. We are reporting this case because there is no case repont
in literature in which rifampicin cause pleural effusion.

P 47.

A Study on Prevalence, Anthropometric and Biochemical Parameters in Children with Beta-
Thalassemia Major

G. Vishwanath Redd » B. Deepak Kumar
= Dhwanath Reddy.

Department of Clinical Pharmacy, Vaagdevi College of Pharmacy, Warangal - 50600

Background: Biochemical parameters and bone mineral status regarding the bone mineral status and 1ts
prevalence has been extensively investigated in adult thalassemia patients byt data in children are scarce. The
aim is 1o assess the anthropometric parameters, calcium, phosphorous, hepatic and renal functioning status
in children with beta thalassemia major receiving packed red cells transfusion with chelation therapy
Materials and Materials: In this Case control study from February 2014 (o July 2014, in a 1000 bedded
tertiary care teaching hospital, a total of 63 patients with a mean age of 6.77+2 49 years and a sex age
matched control group with a mean age of 7.1542 78 years were included. Anthropometric and Serum
biochemical analyses were m :asured and Statistical analyses by ANOV A and independent samples T-test
were carried out (P<0.05).

Results: In thalassemia major, mean age was 6.7712 49 and had significantly higher AST, ALT. P. and
ferritin levels while they have significantly low ALp compared to controls. Phosphorous levels w ere highet
than normal ranges (4.34mg/dL) in 54 patients while AST (normal ranges for patients aged 19 years 15 53
U/L and for patients aged over 10 years 5-45 U/L) were high in 28 patients and ALT (normal ranges S 48
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LVE) were igh in 34 patients, They also had higher AST, ALT, Al P, and Ca, but the difference
significant (P<0.003)

Conclusion: Our results showed that patients with thalassemia major had low ¢
and fernitin levels showing a significant hepate and renal Impairment, so
towards their care is essential,

wins not

alcium and high potassium
an carly detection and attention

P 48.
A Study of Utilization Patterns of NSAIDS

Bachu Brahmani, Morem Nagaraju

Vaagdevi College of Pharmacy, Warangal, Telangana State

Background: Nonsteroidal amli-inﬂumnmlury drugs (NSAIDs) are prescribed  widely in INDIA'
Nonsteroidal anti-inflammatory drugs cause both minor Gl side effects such as abdominal pain and vomiting
and serious Gl events such as ulcers and bleeding’,

Objective: The objective of this work is to analyze prescribing patterns of NSAIDS and concurrent use of
gastro protective agents from a private clinic.

Methodology: This is a prospective observational study. We collected data from Abhinay Ortho care
Hospital located in Warangal.

Results: We collected 1036 prescriptions of which 630 were
patient was 42.73+10.38. Patients with Joint Pains were highly prevalent (36.3%). Tablet Aceclofenac 100mg
was mostly prescribed accounting for 60%. Most patients (55%) were co-prescribed with pantoprazole 40mg
followed by rabeprazole (27.6%). The mean duration of NSAID prescription was 11.7846.1%.

Conclusion: Though the prescribing patterns of NSAIDS are rational, there is a need to study NSAIDS usage
patterns at multi-centered level so as to assess exact patterns,

males and 406 were females, Mean age of

P 49.

A Study to Evaluate the Efficacy of Neem (Azadirachta indica A. Juss.) in the
Dermatophytosis
Juwairia Asharaf', Tabassum Latafat', Mohd. Mohsin?, Muhammad Uwais Ashraf®
I Department of Moalajat, Ajmal Khan Tibbiya College, AMU, Aligarh, India
2Department of Amraz-c-jid wa zohrawiya, Ajmal KhanTibbiya College, AMU, Aligarh, India
3Department of Medicine, Jawaharlal Nehru Medical College, AMU, Aligarh, India

Treatment of

There has been a steady rise in the incidence of cutancous fungal infections and an increasing rate of treatment
failure or relapse. Among this list Qooba (dermatophytosis) is one of oldest and commonest skin ailments,
which poses a considerable worldwide health problem. This discase has been very well described in the
Unani system of medicine under the heading of Qooba and there is a treasure trove of effective drugs for its
treatment. One of them is Neem. So this study was designed to evaluate the efficacy of Neem (Azadirachta
indica A. Juss.) in patients of dermatophytosis. This study was conducted in the Department of Moalajat,
AKTC, Aligarh. This was a randomized standard control clinical trial in which Neem was taken as a test
drug while Fluconazole was taken as a standard control. All the patients were randomly allocated into 2 equal
groups (test and control), comprising of 50 patients in each group. The patients of the test group were advised
to take capsule Neem 500 mg (aqueous extract) orally twice daily for 6 weeks and to apply Roghan-¢-Neem
(Neem oil) on the affected areas for the same duration. Similarly, the patie
fluconazole 150 mg once a week for 6 weeks and were also advised to apply its gel (0.5%) twice daily for
the same duration. Statistical evaluation showed significant improvement in both the groups, however no
statistical difference was found between the two groups.

nts of the control group were given
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I* 50,
Antibiotic Prophylaxis in Caesarean Section-Single dose versus Multi Dose Regimen
Niharika Goel, Zehra Mohsin, Rumana Khalid
Departiient of Obstetrics and Gynaccology, Jawaharlal Nehru Medical College, AMU, Aligarh, India

Introduction: Cacsarcan section 1s the most common surgical procedure performed widely nowadays.
lifection i ane ol the most commaon complications associated with caesarcan delivery. Single dose regimen

in i eftective as mult dose regimen. Duration of stay was smaller in single dose regimen as compared to
mult-dose regimen This study has been conducted in Department of Obstetrics and Gynaecology, INMCH,

AMUL Aligarh
Methods: Total 200 patients undergoing emergency/clective caesarean section were taken into study and

follawed i post-partum period for any post-op infections morbidity _
Results; There was no significant difference between the groups related to fever, wound infection,

endometrits,
Conclusion; There is no added benefit in using multi-dose regimen. Single dose is safe. cost effective, having
less adverse effects and decreases the financial and mental burden of patient party due to less hospital stay

P sl
Pharmacoenvironmentology and Environmental Risk: Current status

Ajay Gupta, S. Ziaur Rahman

Department of Pharmacology, INMC, AMU. Aligarh
Objective: To review the current scientific status of the work ever taken in relation to Environmental
Pharmacology (Pharmacoenvironmentology).
Method: Literature search was conducted through online database search engines (PubMed, BioMed Central
and EMBASE) using keywords ‘Pharmacoenvironmentology’, ‘Environmental Pharmacology™ and

‘Pharml.covigilance’ published until August 2014,
Observation: We observed one article on PubMed and BioMed Central on “Pharmacoenvironmentology™
two articles on “PharmEcovigilance” on PubMed and one article on “Environmental Pharmacology™ on

PubMed. No article was found on EMBASE.
‘Pharmacoenvironmentology’,  ‘Environmental ~ Pharmacology’™  and

Conclusion:  The  terms
‘Pharmbcovigilance” are not well accepted. Pharmacoenvironmentology is all about tracking of metabolic
excretion of drugs to the environment. Its widespread awareness among healthcare providers, at regulatory

level and public should be the starting point to check elimination of drugs into the terrestrial and acquatic

cnvironment,

P sl
Amelioration of Gentamicin induced Nephrotoxicity by root extracts of Bauhinia variegata

Singh P, Ahmad F, Kumar A, Yunus SM'
Department of Pharmacology, 'Department of Anatomy, JN Medical College, AMU. Aligarh

Introduction: Kidney is an important excretory organ in human body. It serves wide range of functions.
Gientamicin is a commonly used antibiotic and is a known nephrotoxic agent, but no specific drugs are
available for prevention of renal damage. Therefore, there is a great need to explore nephroprotective agents
which are safe and efficacious. Gentamicin damage is mainly free radical mediated. Bauhinia variegata have
potent antioxidant properties, Present study cvaluate nephroprotective effect of Bauhinia variegata on

Gentamicin induced damage. _ N
Aims and objectives: To evaluate nephroprotective activity of Bauhinia variegata root extracts by

biochemical and histopathological examination.
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Materials and methods: Thirty albino wistar rats were taken and divided into six groups (n-5). Control rats

received normal saline (i.p) per day for 7 days. Nephrotoxicity was induced in rats by 1.p Gentamicin %0

mg kg/d for 7 days. Four test groups were treated with Bauhinia variegata root ethanolic and aqueous extracts

in doses of 200 and 400 mg/kg p.o for 7 days along with Genatamicin. On 8™ day rats were sacrificed and

biochemical parameters were evaluated along with histopathological examination of kidneys.

Results: Results showed there was significant elevation in serum urea creatinine and decrease in serum total
proteins, potassium in gentamicin treated group in comparison to normal control group. In plant root treated
test groups there was significant decrease in serum urea , creatinine and elevation in serum total proteins and
potassium when compared with Gentamicin treated group.

Conclusion: Root extracts of B. variegata has significant protective effect on Gentamicin induced damage.

P 53.
A Case of CSF Positive Staphylococcus aureus Meningitis

Afzal Hussain, Mazhar Saleem, Iraj Alam, Kashif Iqubal, Mohd. Raza
Department of Paediatrics, INMC, AMU

Introduction: Meningitis due to Staphylococcus aureus accounts for 1-9% of cases of bacterial meningitis
and 1s associated with mortality rates of 14-77%.

Case Report: A seven month old male child was admitted with complaints of fever since 5 days. history of
abnormal movement and unconsciousness since 6 hours. On examination, GCS score was low (GCS-6).
Neck rigidity and pathological reflexes were found. Investigation of cerebrospinal fluid (CSF) revealed
clusters of gram positive cocci and culture report showed Staphylococcus aureus. but CFS biochemistry
and cells were within normal range. Ceftriaxone and Vancomycin were given according to culture and

sensitivity. Child was successfully recovered.
Conclusion: Staphylococcal meningitis is uncommon but severe disease and requires correct diagnosis

and prompt adequate treatment.
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Instructions To Authors

l‘t\‘:::l““tlll‘l:'l :::,':tw :)'tl(.pf]{;lrl:’:;ll m,--p!wrmacnvigilancc & Drug Safety (JPDS) is an ufﬁcfa‘l , dnd pcdurrcv:t;:':g
1 ) covigilance, India (SOPI), that aims to encourage the practice and resea
S drug usage, drug safety and Pharmacovigilance. The journal invites submission of original rescarch
;m!d“' FEVIEWS, commentaries and case reports on rational drug usage, therapeutic drug monitoring, drug
safety, Pharmacovigilance, Phﬂ”““COCPidcmiulogy drug surveillance, community medicine, community
phurnmcy. Na_tional or International drug policies a;nd related issues. Journal will not consider basic drug
research in animals unless they have direct relevance to the above-mentioned topics.

Submission of Manuscript: Manuscripts are reviewed for possible publication with the understanding that
thgy hlabvc not been published, submitted, or accepted for publication elsewhere. They will be reviewed for
scientific content, technical importance and significance by two independent reviewers of repute. The authors
may suggest rgvicwcrs, but it is not mandatory and editor has a not to accept it.

The Journal will entertain research papers for publication under the following categories:

Original research article

Short Communication

Reviews (including Mini reviews)

Commentary

Case reports on drug safety

Original research article should be a comprehensive description of significant findings, whereas. short
communication shall be limited to 1500 words. Review articles updating current topics will be entertained
normally by invitation. A commentary on any specific field covered shall be limited to 500 words without
any figure or table.
Three copies of manuscripts are required to be submitted along with CD containing the electronic version
using Microsoft word or any other word-processing software. The manuscript should be sent at following
address:

Dr. Anurag Tomar

Editor-in-Chief, JPVDS
NIMS City Centre,
4, Govind Marg, Jaipur - 302 004
sopijaipur(@gmail.com, dranuragt@gamil.com

Preparation of the Manuscript

The manuscript should contain following sections:

Abstract: The abstract should state the purpose of the study or investigation, basic procedures (selection of
study subjects or laboratory animals; observational and analytic methods), main findings (giving specific
data and their statistical significance, if possible), and the principal conclusions.

The abstract should be self-explanatory (limited to 200 words in one paragraph) suitable for reproduction
without change. Abstract should have three sections (a) Objective (not more than 3 lines (b) Methods and
Results, (¢) Conclusions (not more than 3-4 lines).

Introduction: It should provide background information providing rationale of the study giving pertinent
reference. Introduction should always end with objective of the study/article.

Methods: One should describe selection of the observational or experimental subjects (Pati‘cnts 1|~1c|u\'1|-ng
controls) clearly. The age, sex and other important characteristics of the subjects should be identified. The
definition and relevance of race and ethnicity should be ambiguous. Authors shquld bc'pamcularl_\ careful
about using these categories. One should give the methods, apparatus (The manufacturer's name and address
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and procedures in sufficient detail to allow other workers reduce the results. Give references
hods including statistical methods. All drugs and chemicals used, including generic
admunistration.

in parentheses),
(o established met :
name(s) dose(s) and route(s) of
and in logical sequence in the text, tables and illustrations. Tables
are accurately conveyed. The same data

Results: Present your results concisely
data should be given in the

d in such a manner that the findings

and figures should be devise ' :
Interpretation of the

should not be used for more than onc figure or table.

discussion only.
sults and relate them to existing knowledge on the topic in

Discussion: The discussion must interpret the re '
It should not be unnecessarily

as lucid a manner as possible, avoiding repetition or duplication of information.

lengthy.

Include the implications of the findings and their limitations, including implications for future re§earch.

Relate the observations to other relevant studies. It should always end with concludmg remarks. Link the

conclusions with the goals of the study but avoid unqualified statements and conclusions not completely
¢ benefits and costs

supported by the data. In particular, authors should avoid making statements on economi :
unless their manuscript includes economic data and analyses. Avoid claiming priority and alluding to work

that has not been completed. State new hypotheses when warranted, but clearly table them as such.
Recommendations, when appropriate, may be included.

References: References should be numbered consecutively in the order in which they are first mentioned in
the text. Identify references in text, tables and legends by Arabic numerals in parentheses. References cited
only in tables or in legends to figures should be numbered in accordance with the sequence established by

the first identification in the text of the particular table or figure
Standard journal article: List the first six authors followed by et al.
Vega KJ, Pina I, Krevsky B. Heart transplantation is associated with an increased risk for Pancreatobiliary

disease. Ann Intern Med 1996 124(11):980-3.

More than six authors: Parkin DM, Clayton D, Black RJ,
Masuyer E, Friedl HP Ivanow E, et al. Childhood leukaemia in Europe after Chernobyl: 5 year follow-up. Br

J Cancer 1996; 73:1006-12.

Organization as author: The Cardiac Society of Australia and New Zealand. Clinical exercise stress testing.
Safety and performance guidelines. Med J Aust 1996;164:284-4.

Books and other Monographs: Personal author(s): Ringsven MK, Bond D. Gerontology and leadership
skills for nurses. 2nd ed. Albany (NY): Delmar Publishers; 1996

Chapter ip a book: Philips SJ, Whisnant JP. Hypertension and stroke. In: Laragh JH, renner BM, editors.
Hypertension: Pathophysiology, diagnosis and management. 2nd ed. New York: Raven Press; 1995.p.

Tgbles apd Figure: These should be given in the end after references section consecutively, and provided
with caption. Footnotes should be identified by lower case letters and cited in the tables as italicized
Superscripts. All tables should be cited in the text. Figure should be kept to the minimum, colored figure,

halftone figure will be charged @ Rs 200 per figure.

A;k‘"‘:‘vlﬂt!tgement_s:i'fhc author should acknowledge advice from colleagues, financial/ technical assistance,
gifts ctc. after obtaining consent from the people whose assistance is acknowledged. Any other footnotes

may be given here.
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Proofs ang Reprints: Accepted paper's proofs will be sent to the corresponding author for venfication
agamst the original ang appropriate corrections made. It will be mandatory to purchase at least 50 TEPIINeS.
An order form for reprints will be sent with proofs. Please return the reprint order form with a cheque of Rs.
1000/~ (India) in favour of “Editor-in-Chief, Journal of Pharmacovigilance and Drug Safety.” Reprints will
be posted within 15 days after printing the journal.

Issue to Consider before Submitting a Manuscript

Redundant or Duplicate Publication

Redundant or duplicate publication is publication of a paper that overlaps substantially with one already
published.

Rcadgrs of primary source periodicals deserve to be able to trust that what they are reading is original unless
th‘crc_ 1S a clear statement that the article s being republished by the choice of the author and editor. The bases
of lh1§ position are international copyright laws, ethical conduct, and cost-effective use of resources.

qut Journals do not wigh to receive papers on work that has already been reported in large part in a published
artl_cle Or is contained in another paper that has been submitted or accepted for publication elsewhere, in print
Or In electronic media. This policy does not preclude the journal from considering a paper that has been
rejected by another Journal, or a complete report that follows publication of a preliminary report such as an
abstr'act Or poster displayed for colleagues at a professional meeting. Nor does it prevent journals from
cons,dermg a paper that has been presented at a scientific meeting but not published in full or that is BN

If redundant or duplicate publication is attempted or occurs without such notification, authors should expect
editorial action to be taken, At the least, prompt rejection of the submitted manuscript should be expected. If
the editor was not aware of the violations and the article has already been published, then a notice of

redundant or duplicate publication will probably be published with or without the author's explanation or
approval.

Requirements for the submissiop of manuscript
Double-space all parts of manuscripts.

Begin each section or component on a new page. ‘

Review the sequence: title page, abstract and key words, text, acknowledgements, reterences, tables (each
on separate page), and legends. |

[lustration (uncounted prints) should be no large than 2()3x-254 mm (8.\.10 m.).. | -
Include permission to reproduce previously published material or to use tllustrations that may identify human
subjects.

Enclose transfer-of-copyright and other forms.

Submit the required number of paper copies.

Keep copies of everything submitted.
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AL-HAMD BUILDTECH COMPANY is one of the leading
construction company in Aligarh. It has successfully completed PAR K
VIEW RESIDENCY-I andPARK VIEW RESIDENCY-I1 at Marris
Road Crossing. It's another remarkable housing project AL-HANMD
GULMOHAR SUITES at Sir Syed Nagar and Nagla Road, Dodhpur,
Aligarh are nearly completed. The project M/S IJLAL & Brothers Estate
Developers at Maheshpur Bypass ncar Anoopshahr Road. Aligarh 1s
underway.

Contact Address

M/S Al-Hamd Buildtech Company

HO: Al-Hamd Gulmohar Suits, Near Nadim Tarin Hostel,
Sir Syed Nagar, Aligarh
Mobile: 09837514869: 09358250841




