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MESSAGE

I am pleased to learn that Delhi Institute of Pharmaceutical
Sciences and Research, New Delhi is organizing the “National

Conference on Pharmacovigilance, Pharmacoeconomics and
Outcomes Research” from 08t to 10th October, 2018.

It is heartening to note that constant efforts are being made to
position India as one of the leading centres of pharmacy teaching,
research and skill development. The need of the hour is to provide
safe and effective drugs and medical devices at an affordable cost and
boost the physical and mental health of the, society. I am confident
that the deliberations in the conference would contribute to this goal.

I extend my best wishes to all the stakeholders for this

upcoming Conference.

(Anfl/Baijal)
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Message

| am glad to know that the Delhi Institute of Pharmaceutical Sciences and
Research is organizing “National ~Conference  on Pharmacovigilance,

Pharmacoeconomics and Outcomes Research” from 9" to 10" October, 2018.

| appreciate that this interaction will provide a training platform to the
healthcare professionals, especially the pharmacists and open new career
opportunities for them. | wish that the organization continues to shine by producing

talented and competent pharmaceutical professionals who will contribute positively
to the health sector.

I wish all the best to the delegates and organizers of the conference.

o® ,qt‘

(MANISH SISODIA)
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| am delighted to know that Delhi Institute of Pharmaceutical
Sciences and Research is organizing “National Conference on
Pharmacovigilance, Pharmacoeconomics and Outcomes ResearcH
from October 9™ to 10" 2018. It is heartening to know that a pre-
conference workshop is also planned for 8" Oct, 2018.

| am sure that the event will be instrumental in enhancing both
the skills and knowledge of the participants. This initiative by
DIPSAR is an important academic achievement and reflects its

commitment to nation building.

My best wishes to the organizing team, participants and to the
student fraternity for all success in the endeavour.

(m-:vmog Ismcﬂ?‘ i



ENCES AND RESEARCH UNIVERSITY

hi)
8, Govt. of NCT of Del ;
A gus Terminal, M.B. Road, New Delhi-110 017

DELHI PHARMACEUTICAL SCl

(Eslablished Under Act

Khanpur
DIPSAR Campus, Pushp Vihar, Sector-1ll, Near p

-k'
Govt. of NCT of Delhi )

Ph. (Off) -
Prof. Ramesh K. Goyal, Ph.D. Fax .
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Vice Chancellor

Welcome to the Unique Event of Pharmacovigilance

It gives me immense pleasure to note that the pr‘emie.r ir}stxtute I?IPSARI,l a {:Yot;lls;ntu;nt Institution o
Delhi Pharmaceutical Sciences and Research University 1s organizing e 1J1h ual Confere

of Society of Pharmacovigilance-India (SOPI) along with the 17th International Confer_ean of
International Society of Pharmacoeconomics and Outcome Researg‘h (ISPOR) - collaboraqol} With
Indian Pharmacopoeia Commission of CDSCO which has played a pivotal role in PhaImaco_‘n

in India with WHO and other bodies for over a decade. This is a unique e\‘rent since, .three Ploneer;
personalities pharmacovigilance Prof. S. K. Gupta who established the first centre in Ind'ia at AllMg,
New Delhi and Prof. K. C. Singhal who established the first society of pharmacowgﬂax.lce In India anqg
Dr G. N. Singh, Secretary IPC who established National Coordinator Centre of India when he Was
the DCGI of Central Drugs Standard Control Organization, with WHO reporting centre have joineg
hands to have this event in the first University of Pharmacy in India. I take this opportunity to welcome
distinguished scientists, faculty, regulatory authorities and policy makers coming from varioys
sectors of healthcare to participate in this event for not only interaction with each other but also to

come up with appropriate recommendations to be taken to the regulatory authorities to convert into
National policies.

Our university with its strong legacy for over 50 years is committed to contribute efficient and cost
effective health care services including drugs, and medical devices to common man. Our University
with Prof. §. S. Agrawal and Prof. D. P.Pathak have organized not only several networking events asa

part of Global Network for ISPOR, but also given several students and scholars who are working for
the cause of ISPOR in different parts of the country and world.

The theme of program this conference is Skill development inPharmacovigilance, Pharmacoeconomics
& Outcome research to the students, faculties,

scientists and regulators. It is very apt to achieve
the global challenge of affordable cost effective health care services including drugs, and medical
devices to common man by evaluating the effect of health care interventions on patient well-being
with clinical, economic, and patient-centered studies. The dynamic program has included not only

(Ramesh K. Goyal)

www.dpsru.edu.in  Email ID: goyalrk@gmail.com, vc@dpsru.edu.in
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MESSAGE

It is a matter of great pride that the Delhi Institute of Pharmaceutical Sciences and Research
and Delhi Pharmaceutical Sciences and Research University are jointly organizing the “Naticnal
Conference on Pharmacovigilance, Pharmacoeconomics and Outcomes Research” from 9* to
10" October, 2018. This is an important academic highlight and achievement that is bound to
contribute positively to the health care sector. | hope it will be an enriching experience for the

delegates as well as the speakers.

My best wishes to‘the organizing committee for successful completion of the conference.

Prof. (Dr.) D.P.Pathak
Director, DIPSAR

Phone: 29554327, 29554649, 29553771, 09818567796 (Mob.), Fax: 91-11-29554503

E-mail: drdppathak@gmail.com
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Professor S K Gupta
President, ISPOR India

- . v for Pharmacoeconomics and Outcomes Research Ingj,
On behalf of the organizing committee of the Society o ]
(SZFI’O;)-India Chapt?er. I chome you to the National conference on Phannj‘:lcovxggli)a;lce. :::grh_‘:lcoeconor‘mcs
& Outcomes Research, incorporating 17th Annual Conference of tl_le Soc1ety. o 1 arm‘th . g.llance Ind1§ &
7th International Conference of ISPOR India. The conference is being orgamz.e' with a mlSSlO.n.to Provide
an environment for knowledge sharing among earchers, healthcare practitioners and decision-makerg
interested in the field of Pharmacoeconomics and
et, cost effectiveness and long term safety will remain key factors in
dical devices, biotechnology and related products. SPOR wi]]
ding a comprehensive portfolio of educational opportunities
emia, government, policy makers and people from

res
Outcomes Research.

Moving forward, innovation, speed to mark
the lifecycle management of pharmaceuticals, me
look forward to further hone these areas by provi
and knowledge exchange, bringing together industry, acad
the community or across the globe.

SPOR-India is making efforts to bring together Indian researchers, healthcare practitioners, decision makers
and members of pharmaceutical industry, healthcare organizations and academia using this global platform.
It is a resource at a local level for the individuals including students interested in Pharmacoeconomics and
Outcomes research. It provides an opportunity for India Chapter members to become more familiar with all the
activities of ISPOR as well as participate in its various activities. A special session has been kept for the students

to present their research work during Podium and Poster presentations.

We are looking forward for your active participation in making this conference a great success.

Professor S.K. Gupta
President, ISPOR India Chapter



Message

Patient safety is constantly moving target of almost infinite variations and complexities. The individual
reaction to rpedmmes is affected not only by age, sex, genetic make-up but, also by lifestyle, food
we eat, enw;omnental factors and other tiny disparities. Issues around safety of drugs are often
debated by journalists and other people with lesser knowledge about them. Priorities of scientists,

manufacturers, regulators, physicians and patients often differ and may lead to controversies and
misunderstandings.

There was little understanding of Adverse Drug Reaction monitoring and reporting in India till early
1980%s.The efforts were made by a group of individuals with small financial support from agencies
like ICMR to initiate and thereafter establishing the culture of reporting Adverse drug Reactions
of medicines. Concerted efforts also brought fruitful results by initiating and establishing national
centre for monitoring of drugs of Indian Systems of medicine. My unique and long lasting relationship
with Uppsala Monitoring Centre (UMC), its dedicated team and experts of pharmacovigilance from
world over prompted me to establish Society of Pharmacovigilance India (SOPI) with the uninhibited
support from Prof. R K Goyal Prof. Govind Mohan and Dr Sandeep Agarwal to name a few.

Today SOPI is celebrating its seventeenth Annual Conference under the dynamic leadership of Prof
R K Goyal and Dr Rajani Mathur. I hope and wish that the conference will strengthen the science, art
and culture of Pharmacovigilance in India.

Prof. K C Singhal
M.D.Ph.D(medicine).DSc,
FRCP(Edin),FIAN,FIAMS,FIPS
Founder President

Society of Pharmacovigilance India
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Professor, Department of Pharmacology &
Deputy Medical Superintendent '
Jawaharlal Nehru Medical College Hospital

Aligarh Muslim University
Aligarh 202002, India
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National Secretary, Society of Pharmacovigilance India (So

SoPI Secretary says...

It is very enriching that first time the two important associations of India that Is the Society of
Pharmacovigilance India (SoPI) and International Society for Pharmacoeconomics ‘and Outcome
Research-India (ISPOR India) are going to jointly organize the 17th Apnual Conference of
Society of Pharmacovigilance India (SoPICON-2018) and 7t Intematl(_)nal Conference of
International Society for Pharmacoeconomics and Outcome Research-India Chapter at Delhi
Pharmaceutical Sciences and Research University (DPSRU), New Delhi, from 8-10 October

2018.

The theme of the present conference is “Pharmacovigilance, Pharmacoeconomics and Outcome
Research™ is to seek and explore the ever-changing discipline of science and medicine and to
delve on recent advances and its applications to quality medical education and patient care for

healthy nation.

The proposed academic and scientific conglomeration would give the right impetus and nidus to
the evolving realms of National Pharmacovigilance Program (PvPI) and provide an opportunity to
address new horizons. The time for introspection has come to make this specialty of
Pharmacology more transparent, more accountable to the needs of the society and nation!
Similarly, the time has also come when we need to think and look for a paradigm shift being
sensitive to the demands of the society and nation in terms of evidence based medicine. The
Outcome Research and Pharmacoeconomics Studies in India would help in generating data and
consequently help in policy making for various health-related national programs.

In addition, a one-day pre-conference workshop on “Present Status and Future Challenges of
Pharmacovigilance Program of India — Ensuring Safety of Medicines & Medical Devices” is
arranged in partnership with National Coordinating Centre for PvPI and WHO Collaborating
Centre for Pharmacovigilance for young scientists and students. Hope our participants would take
maximum advantage from this national workshop!

No academic program could be successful if we don’t have a whole-hearted cooperation from all
sides. Firstly, I appreciate the hard work of the Organizing Secretary Dr. Rajani Mathur of
DIPSAR. She had the support of all her colleagues. The SoPI is thankful to all of them
particularly Prof. R. K. Goyal, Vice Chancellor of DPSRU, Prof. D. P. Pathak, Organizing
Chairman and Prof. S. K. Gupta, Chairman Scientific Committee. ' '

Residence: Tijara House, Dodhpur, Aligarh 202002
Tel. +91-8266001772 (Mobile): E-mail: rahmansz@yahoo.com



SYED ZIAUR RAHMAN

(MD, PhD, FIMSA, MAMS, CMC1. FAIMER Fellow)
Professor, Department of Pharmacology &

Deputy Medical Superintendent

Jawaharlal Nehru Medical College Hospital

Aligarh Muslim University

Aligarh 202002, India

National Secretary, Society of Pharmacovigilance India (SoPI)

SOPI is always grateful to all the puaFEp;ms and members who take pain in attcndmg annual
meetings and participating in all deliberations. SoPI would always remember the contribution of
few of its founding members such as Prof. K. C. Singhal, Prof. Govind Mohan, Dr.‘ Sandeep
Agarwal for their constant guidance in improving the activities of SoPI at national and
international level.

A warm reception now awaits for all delegates and I eagerly look forward to welcoming delegates
in the event. I on behalf of organizing committee promise all delegates an academically bcqeﬁcml
and socially enriching experience during the joint conference. Hope delegates would enjoy the
scientific, cultural and social programs during the whole program.

'

Syed Ziaur Rahman
National Secretary, SoPI

Residence: Tijara House, Dodhpur, Aligarh 202002
Tel. +91-8266001772 (Mobile): E-mail: rahmansz@yahoo.com
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Message

Dear participants,

It is a matter of great pleasure that the National Conference on Pharmacovigilance, Pharmacoeconomics
and Outcomes Research is being organized from 9-10 Oct 2018 in collaboration with Indian
Pharmacopoeia Commission at Delhi Pharmaceutical Sciences & Research University Campus, New
Delhi. A preconference workshop is also planned on 8" Oct 2018 on “Present Status and Future Challenges
of Pharmacovigilance Program of India; Ensuring Safety of Medicines & Medical Devices™. The safety
profile of medicines need to be assessed on continuous basis for making available the drugs of assured
quality & safety at affordable price to the masses. The timely identification of the need for organizing such
an important event will give an opportunity to all participants to discuss the relevant issues in the area of*
Pharmacovigilance and Pharmacoeconomics,

I congratulate the members of the Organizing Committee for hosting this event. I am sure that both the
above event will benefit all the participants and it will be a great ex
interest of patient safety.

perience sharing events in overall

(Dr.

‘N. Singh)
v Secretary-cu

-Scientific Director

——_'/

Indian Pharmacopoeia (1. P ) = The book of Standards for drugs,
National Formulary of India (N.F.1) - T4, reference book that promotes rational use of generic medicines.

On path of evolving a modern scientific institution
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DELHI PHARMACEUTICAL SCIENCES AND RESEARCH UNIVERSITY

(Established Under Act 07 of 2008, Govt. of NCT of Delhi)
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PROF. S. S. AGRAWAL

Ph.D. (AlIMS), D.Sc. (R.G.PV.), FIC, FIPS, FISHR

National Research Professor
of Pharmacology

Founder Vice Chancellor
Delhi Pharmaceutical Sciences &
Research University, New Delhi

Former DG, PVC & Gp. Dy. PVC
Amity Group Universities, Noida

Founder Director
Delhi Institute of Pharmaceutical
Sciences & Research, New Delhi

Former Dean

Faculty of Science & Head,
Department of Pharmacy,
University of Delhi, Delhi

Elected President
Indian Pharmacological Society -
2005

Former National
Coordinator
QIP, Pharmacy, (AICTE)
GOVT. OF INDIA
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MESSAGE

I am glad to know that DIPSAR is going to organize “National
conference on Pharmacovigilance, Pharmacoeconomics and

Outcome Reseairch”.

The topics cover the global health care interest and other issues
indigenous to our nation. The economic aspects of medicine are
likely to be discussed besides, pharmacovigilance programme
of India.

It is a matter of privilege that Indian Pharmacopeia
Commission is collaborating the event.

Pharmacovigilance is of paramount importance as the actual
cfficacy and side effects are only seen when the drug is
marketed extensively. The cosmetovigilance is a branch of
pharmacovigilance which deals with the toxicity/side effects
caused by cosmetics as  almost everybody is using cosmetics
on day to day basis while drugs are used onily when we are sick.

I wish all success.

(,I Mm‘-m DJ

(Prof. (Dr.) S. S. Agrawal)

National Research Professor, DPSRU
Prof. S.5. ACRAWAL

Founder Vice Chancellor, DPSRU o, " 5o ks, Fic, FisHr
NATIONAL PROFESSOR
(Founder Vice Chancellor, DPSRU)
Delhi Pharmaceutical Sciences &

Research University
Govt. of NCT of Dealai

Residence- 366, Hauz Khas apartments, New Delhi- 110016
Email: shyamagrawal2006@gmail.com . (M): +91 9810084606 (R) 011-26523067, 29552038
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ON PHARMACOVIGILANCE,
PHARMACOECONOMICS AND
OUTCOMES RESEARCH

Incorporating

17" ANNUAL CONFERENCE OF
SOCIEITY OF PHARMACOVIGILANCE
INDIA

AND

7 INTERNATIONAL CONFERENCE OF
ISPOR INDIA :

October 9th — 10th, 2018

R e s S e S T el

mwmw ‘:"

SCIENTIF IC PROGRAM

DELHI INSTITUTE OF PHARMACEUTICAL
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10:15am - 11: 00 am

11:00 am - 11: 30 am

Chairpersons: Seema Haider,

gam Reglstration
Note Address

Ka:’: SK Gupta, RK Goyal

Where are we today?

Lead PEH HEOR, Pfizer Inc. USA

Chairperso
HTA in Asia:
ctor, Group

Seema Haider, Senior Dire
OPENING CEREMONY

HIGH TEA
PLENARY SESSION -I

1thcare
Assessment for Better Hea . '
D s SIS Jitendar Sharma, Manisha Sridhar

n - Assessment - Manufacturing Ecosystem in India

11:30am |Innovatio
Dr. Jitendar Sharma, Exe. Director, Kalam Institute for Health Technology
11: 50am | How HTA can demonstrate Value for money in Healthcare?
Devarshi Bhattacharyya, Asst. Director, Kalam Institute for Health Technology
12: 10 pm | Value of Health Technology Assessment (HTA) in Ayushman Bharat
Denny Jon, Evidence Synthesis Specialist, Campbell Collaboration
12: 30 pm | Health Technology Assessments : Focuson Indian Scenario

01:00 pm - 1:40pm

Paranjoy Saharia, Senior Consultant- RWI, Global Scientific Services, IQVIA

NETWORKING LUNCH

PLENARY SESSION -II

Pharmacoeconomics and Qutcomes Research

Chairpersons: Ahmed Shelbaya, PC Dandiya, Jai Prakash

Introductions to Real world Data and Informatics in Health Care
Mahendra Rai, Head- RWI, Global Scientific Services IQVIA

Role of HEOR in drug development process

Sheil i i
eily Kamra, Consultant Advisory Kinapse -a Syneos Health Company

Utilization of patient re

approvals ported outcomes in regulatory & reimbursement

Vinayak Jam :
yak Jamdade, Senior Analyst, Advisory Kinapse - a Syneos Health Compan

3:00 pm - 3:20 pm

Bbl
ng Yu Iang. I‘IEOR Lead, Pﬁzel Essentia.l Hea]th

TEA BREAK
14



PLENARY SESSION -III

Pharmacoeconomics and Outcomes Research
Chairpersons: Mahendra Rai, JS Bapna, Denny Jon

Usefulness of Meta-Analysis in Real World: the true need

Richa Goyal, Engagement Manager, HEOR, RWI, Global Scientific Affairs IQVIA

03:40pm

Value/Outcome Based Pricing ~Current State & What Next

Mou Chatterjee, Engagement Manager, RWI, Global Scientific Affairs IQVIA

04:00pm

Economic Evaluation Alongside Clinical Trials

Loveleen Taneja, Principal, RWI, Global Scientific Affairs IQVA

04: 20pm

Pharmacoeconomics of methadone maintenance therapy as a harm reduction
strategy

Abu Baker Abdul Majeed, Faculty of Pharmacy, Universiti Teknologi, Malaysia

3:00pm - 5:00pm
PODIUM/ POSTERS PRESENTATION

Theme: Pharmacoeconomics and Outcomes Research
and Health Technology Assessment

Chairperson: T Velpandian & Sushma Srivastava




JOHN AUTIAN ORATION
KC Singhal, GN Singh

Chairpersons:

RK Goyal

KC SINGHAL ORATION

Chairpersons : Moin Don, GN Singh

Vivek Ahuja

10:30 am - 10:45am HIGH TEA
PLENARY SESSION -IV
PHARMACOVIGILANCE

Chairpersons: Shridhar Dwivedi, GN Singh, Kalaiselvan

Key Note Address
A Holistic Overview of Pharmacovigilance

Moin Don, CEO & Founder, PVCON Consulting Services

11: 30 am | Signals in Drug Safety
Naveen Chhabra, Manager Pharmacovigilance, TATA Consultancy Services

11:50am Risk Benefit Assessment: Key Parameter & Considerations

Manoj Sharma, Sr. Manager-Global Pharmacovigilance Department, Win-
Medicare ,

12:10pm | Opportunities for Pharmacy Professionals in Pharmacovigilance

Jamal Baig, Anwar, Global Safety Country Leader MSD-India

12: 30 pm Drug Safety Status, a comparative

anal
Eurasean Commisssion & India Vais of European Union, Arab League,

Wasif Khan, Senior Professio
lead auditor

nal PV & Regulatory Affairs, Trainer & ISO certified

01:00 - 2:00
pm pm NETWORKING LUNCH



PLENARY SESSION -V

PHARMACOVIGILANCE
Chairpersons : D P Pathak, Govind Mohan, Syed Ziaur Rahman

Pharmaceutical care for Patients with Tuberculosis and Diabetes Mellitus:
a Malaysian Experience

Shubashini Gnanasan, Senior Lecturer, Faculty of Pharmacy University Teknologi,
Malaysia

2:20 pm

Road to safety evaluation of drugs of Indian systems of medicine

Dr.K.C.Singhal, Founder Vice Chancellor, NIMS University

2:40 pm | Importance of Pharmacovigilance in Traditional System of Medicine

Syed Ziaur Rahman, Professor, Dept. of Pharmacology, Aligarh Muslim University

3:00 pm | Herbal Medicines & Phytopharmaceuticals Regulation, Quality and Safety

Standards in India: Current Perspectives and way forward

V. Kalaiselvan, Principal Scientific Officer, IPC Gaziabad

2:00pm — 4:00pm
PODIUM/ POSTERS PRESENTATION
Theme: PHARMACOVIGILANCE

Chairperson: V. Kalaiselvan, Shubashini Gnanasan

4:00pm-5:00 pm AWARD DISTRIBUTION, VALEDICTORY FUNCTION
AND
HIGH TEA
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With best compliments from :

I OURA PRAKASHAN
&
BOOK DISTRIBUTORS PVT. L.TD.

| . 1/893, Jankipuram Extension,

Lucknow - 226031
Phone : 9415424784

Email : ourapbs@gmail.com

Website : Www.ouraprakashan.com
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Prof. John Autian Oration
Prof. Ramesh K. Goyal. Ph.D.

i itv. New Delhi 110017, INDIA
Vice Chancellor, Delhi Pharmaceutical Sciences and Research University, Ne

Pharmacovigilance Beyond the Adverse Drug Reaction l\lﬂlonitoring for
Pharmacoeconomics and Outcome Researc

in 1954 mentioned in one of the Ame.n.can meetings of pharrqaceuncu
::icgr;c{::ll‘h’::“ir’al:;rg:;ists are overeducateq and underutilized. ’I'l'usal 1901 to :t;l'fmg of the
clinical pharmacy concept: a change from.mdustrY andico:;;mer:l . en ; bprofesg\c.n
to the hospital and service-based profession. Iatrogenic . bsea gu {clz::use 1 Y medica]
intervention including anything ranging from damage caused by an 111 ],-m ing g aster cast 1,
drug side-effects or long-term resuits of drug overuse were vgry we 0‘:31 alom dgcades,
Side-effects of drugs, misuse of drugs, harmful drug combinations, c;“e cal negligence,
medical error or misjudgement, contravention of contra-%ndlcahonsoaono nt;s;o;gnua} diseage
constitute iatrogenic disease. It was reported that in United State's, an estm}ated 44., to 98, f0 deaﬁ-!_g per
year may be attributed in some part to iatrogenic iseases, and it is the third leading caus(.)e of death in the
United States, after deaths from heart disease and cancer. Further, between 4‘% and 18% qf Consecutive
patients experience negative effects of drugs in outpatient settings, with '1 }6 mﬂhor'l e:T:tra_ physwlap visits, 77
million extra prescriptions, 17 million emergency department visits, 8 million hgspl_tallzauons, 3 million long-
term admissions, 199,000 additional deaths and $77 billion in extra costs. Similar is the case in many other
developed countries wherein the data is available. Pharmacovigilance emerged as a strategy and a process
of collection of information about a drug begins in phase I of the clinical trial, before app.l'oyal of t_he drug and
continues even after approval in the form of post-market surveillance studies. Pharmacovigilance is now a part
of pharmacological science related to detection, assessment, understanding and prevention of adverse effects,

particularly long term and short term side effects of medicines including biological, herbal and traditional
medicines or medical devices.

Importance of pharmacovigilance was recognized well by Prof. John Autian and he motivated Prof. K. C. Singhal
and many others to start ADR data from India. In India, the first multicentric study for monitoring ADR was
initiated in 1989 by ICMR through Prof. K. C. Singhal as the co-ordinator. It collected a data of 54194
cases monitored for ADR from 6 centres. Later data was collected from 12 centres. Prof. S. K. Gupta
who established the first centre of pharmacovigilance with 24-hour Drugs and Poison information
centre in India at AIIMS, New Delhi. In 2005, the National Pharmacovigilance was started finally by
Central Drugs Standard Control Organization (CDSCO) and in 2008 it initiated Pharmacovigilance

Program in India (PvPI) in 2010 and laid down targets for 5 years to monitor ADRs throughout the
country.

Spontaneous reporting is the core data-generating system of international pharmacovigilance of WHO, relying
on healthcare professionals (and in some places consumers) to identify and report any suspected adverse
drug reaction to their national pharmacovigilance center or to the manufacturer. The database, includes

around 4.6 million reports (January 2009), growing annually by about 250,000. Some countries legally oblige
spontaneous reporting by physicians and in some countries

qualified person for pharmacovigilance. Others have inten
drugs, or on controversial drugs, or on the prescribing h

in reporting. One of the major weakness of the syste
submitted voluntarily.

manufacturers are required to submit through a
sive, focused programmes concentrating on new
abits of groups of doctors, or involving pharmacists
m is under-reporting and reports are almost always

In spite of such weaknesses, the impacts of program in India has been the realization of concerns

over pharmacovigilance for Herbal drugs and it has been taken up by WHO. In 2006 a new concept of
pharmacovigilance in environmental pharmacolo

' gy, entitled as 'Pharmacoenvironmentology' Wwas
suggested by Prof. Syed Ziaur Rahman. It is a form of cd



the case with medical device ad its Vigilance.

It is mtgrest.ing that data collecteq through pharmacovigilance is now being utilized =¥ Dhmmmaeion
companies like quintiles and many ot

. . : hers to obtain newer targets and understanding of disease processes.
This has given rise to what is now called as Pharmacoeconomics and Outcome Research.

, their drug information

sources are medical representatives who give restricted information meant to promote their companies’ drugs.

, the first university of India dedi

than a decade in pharmacovigilance, health economics and research has joined hands with ISPOR along with

industry and regulatory authorities and hold discussion with students, researchers and faculty keeping patient
centric approach for pharmacoeconomics and outcome research.

'I'hus,Pharmacovigﬂancehasexpandedintosevera.lsub—specializationslikeHerbovigilance.Pharmacoeconomics
& Outcome research to the students, faculties, scientists and regulators. It is very apt to ach_xeve the global
challenge of affordable cost-effective health care services including drugs, and medical devices to common

man by understanding better the expanding horizons of this dynamic subject of pharmacovigilance especially
by pharmacists walking with medical doctors.




Prof. K. C. Singhal Oration

Dr.Vivek Ahuja

= ici f Surgery Degree fro
j Medicine and Bachelor o gree from
, = Dr. Ahuja earned a Bachelor Ofchindigarh. India and subsequently did his Mp

i llege, : b
goveﬁtﬂfg tNhgfvdlljczllh?ODr gVivek Ahuja is currently Regional Director for Asjy
om . Dr.

6 is industry career spanning ten years, he has helq
Pac‘mc i Bé":'(:;rsPLeoiﬁhif\aéeﬁg‘sh;Zlnp:\arr:laceutical companies mmaging globa]
v;noui fotlﬂil 1ilance compliance, operations and training. Dr. Ahu}'a has Overseen
}a)u;;tr: succ?essfully undergone pharmacoyigilgnce regulatorayls Inspections by
the USFDA, MHRA and other global agencies. His experience o e_ncomPas;es
implementation and validation of global safety datapase and overseeing updation
and maintenance of various incremental modules. Prior to joining Baxter, be headeq
the Global Pharmacovigilance at Ranbaxy and was sgl:rsequently the ]?uegtor for
Clinical Operations, Data Management & tharmacov?gﬂance at GVK Blosmences_
He is very passionate about pharmacovigilance as a science and subject and is eager to contribute to the
development of this area both in India and internationally.

Pharmacovigilance: Exciting Times for India and Beyond

The world of pharmacovigilance is rapidly evolving and there are new ways and means that are emerging to
‘crunch’ patient safety data, understand that data and draw meaningful conclusions frorp it that can help prevent
adverse events, make safer medicines, and thereby protect patient safety. The regulations on this subject have
evolved greatly over the years, and the fundamental basis for the evolution is to ensure more accountability for
the marketing authorization holders and a higher answerability to public health issues.

Increasingly, the practitioners of this science are realizing that ‘data’ is the new currency. Like in every other
walk of life today, the more data you have - the more power you get to unearth some meaningful information
that can be useful to the very people whose data you collected in the first place. Technologies are emerging to
make the processing of patient adverse event data easier and more efficient. The culture of reporting adverse

events is improving amongst the healthcare professionals, and patients are becoming more aware about the
benefits of medicines and the risks that come along with it.

It is estimated that more than half of the world’
capital of pharmacovigilance
emerging from prestigious

from what they were ten ye
medicines and technology.

s adverse event data gets processed in the offshore outsourcing
—i.e., India. Pharmacovigilance has become a career choice for young graduates
institutions every year. However, the skills expected are now much different
ars ago. This science is evolving as an advanced amalgamate of the knowledge of
Exciting times await the practitioners of this art and science of pharmacovigilance.
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Jitendar Sharma

Advisor, Govt. of Andhra Pardesh, Managing Director & CEO, AP Med Tech Zone, Executive Director, KIHT,
AMTZ Campus, VisakhapatnamAshish Goel, PhD

: : he “Med Tech Man of India”, Dr. Jitendar Sharma is the
;na(:\:;i:\g%’iil:zti:r&;?; c;f Andhra Pradesh l-VIedTec‘h Zone (MZ) which is Asiy's
first medical devices manufacturing city bfemdeg being the Adwser‘ for Health 1,
Govt. of Andhra Pradesh, India and Executive Director of Kalam ;nsutute of Healty
Technology (KIHT)- a technology policy resgarch body‘set up thh the support of
Govt. of India. He is adjunct faculty at University of Adelaldg. Agstrall.a; and Program
Director for Health Technology Assessment (HTA) fellowships in India. He hag been
T founder of 6 organizations and architect of Umvers.al.Health Coverage for the state
of Andhra Pradesh- the first state in India with 50 m1}110n people to d_eclare UHC. He
is also the National Chairperson for Indian Bio-Medical Skill Consortium which is ap
active congregation of over 20 national academic institutions.

Awarded among the “100 most impactful healthcare leaders” in global listing bY Ijle.alth & Wellness
Congress, Dr. Sharma served as the Founder Head of Healthcare Technology Division and‘ Head of
Health Financing Divisions at National Health Systems Resource Centrg (NHSRC) under Ministry of
Health & Family Welfare, Government of India. He was also the Founder DlreCtOJ'f of WHQ C_ollaborating
Centre for Medical Devices in India. His past experience includes that as Hosplttal 5dm1mstratox at Sri
Sathya Sai Medical Institutions-one of India’s largest not for profit health organizations, as consultant
to the World Bank for health financing, as Expert Consultant to the World Health Organization, Geneva
and advisor to Health Technology Innovation Centre at Indian Institute of Technology (IIT).

Dr. Sharma has authored seven books, twent
specifications for medical technologies besid
technologies, health financing and Non
coordinator for several health progra
technology in several countries.

y research papers and six compendiums on technical
es contributing to a number of WHO reports on health
-Communicable Diseases. He has been a key designer and
ms in India and teaches courses on health policy & health

ABSTRACT

-Manufacturing ecosystem in India
India’s import bill for medical devices is about 24,000 crores per year. To reduce import dependency
and boost indigenous manufacturing, Andhra Med Tech Zone (AMTZ) has been set up. India’s first
indigenous high-end medical devices like CT Scan, MRI, Cathlab and Linear Accelerator (LINAC),
used in the treatment of cancer, will all be rolled out of AMTZ. Housed inside AMTZ, Kalam Institute
of Health Technology (KIHT) aims to facilitate focused i

Innovation-Assessment

dards, testing, certification and
g technical review of their product. Thus,
gh quality standards.

give them stron
olutions with hi



Senior Director, Group Lead PEH HE

OR, Pfizer Inc, USA Seema Haider, Senior Director, Group Lead PEH HEOR,
Pfizer Inc, USA

Seema Haider has over twenty-three years of experienceinleading and managing
International, multidisciplinary teams for the lifetime management of developing
and executing Outcomes Research (OR) and Access Product and Therapeutic
Area Portfolio strategies, studies and publications. Seema received her MSc
in Social and Preventive Medicine from University of Montreal in 1992. From
1993 through1995, Seema completed PhD course work in Social and Preventive
Medicine, specializing in Pharmacoeconomics, led a prospective, multicenter,
Pharmacoeconomics substudy in COPD patients at the Randomized Clinical trial
Unit at McGill University and was Project Director at the Interdisciplinary Health
' Research Group, Heath economics Unit at the University of Montreal. From 1995
to 1998, Seema was Country Manager of Pharmacoeconomics and Quality of Life Research at Schering
Ploggh Canada for all products. Seema joined Pfizer Inc., 20 years ago and with escalating leadership
pos:txgns, she cu?rently leads Health Economics and Outcomes Research, Patient & Health Impact, for
the Pfizer Essential Health Business Unit. Her work has been extensively presented and featured at
conferences Wt?rldwide and in publications in high impact peer reviewed journals. Currently, Seema
has also con_trlbuted to several training initiatives worldwide including, the IFAPP-King's College
Lon.dc.m Medlcgl Affairs in Medicines Development Professional Certification Program, several ISPOR
Trainings/Webinars, is an International Advisor to the ISPOR India Chapter and is a visiting professor
for a 3 year term (Dec 2017 — 2020) at Hebei University in China. Outside of work, Seema is passionate

about the non-profit community work she does through Grace Cares in rural India. She currently resides
in Boston, MA, USA with her family.

ABSTRACT
HTA in Asia: Where are we today?

The current healthcare landscape is changing globally with a growing population and increased
spending on health. With these increasing costs, new health technology, and a demand for better
health, there is greater pressure on scarce resources. As such, it is imperative to have a system that
can manage budget and resources, but still instill an environment that fosters innovation and considers
both cost and value. As a result, health technology assessments (HTA) have been developed as a way
to assess health technologies and provide input into decision-making in policy and practice. This
presentation gives an overview of the history of HTA, the role of HEOR, basic components of HTA,
and an APAC-specific landscape analysis. Case studies from other countries and networks can serve
as strong external support in sustaining HTA and documenting shared experiences. Ultimately, there
is a need to bring greater attention to healthcare financing both globally and in the region; HTA can
help to meet this need with proper data, assessment, transparency, monitoring and evaluation, and
involvement of all stakeholders in defining value and making a decision on price and/or access.

Outline:

Background: Rising Costs of Health Care Globally
Target: The Healthcare Decision Makers Dilemma
Emergence: Birth and Establishment of HTA
Evaluation: HTA around the world

Data: HEOR utilization

Asia & India HTA Overview and Application
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Devarshi Bhattacharyya

- m
Assistant Director, KIHT, AMTZ Campus, Visakhapatna

, ; Director in Kalam Institute of Health
Dr Devarshi Bhgttacharg‘f :1 t;ftea;nﬁglgs;a:;sessmem (HTA), market access aII:Id trad:e
Technology, leading the a?th economist, he had previoug 'work expenenc':e in ova?us
work there. An expert h‘i_ nal Health Mission. He is a Bnpsh ggverx‘n.ment s.Chgvemng
pharmaceuticals and N; ;:: health economics training in University of Birmingham,
scholar and complete buctions in high impact journals and has presented papers ip
He has a number o; FS‘:’OR Tokyo. As a regional hub of Department qf Hgalth Resear'ch,
ilsppgn?':)é;?r‘i?irna;lHT's mandate of setting up health economics guidelines for India.
e1s1

ABSTRACT

?
How HTA can demonstrate value for money in Healthcare®

PRI i ell-bei :
All health systems around the world have a common goal which is to 1mPI<:_V€_=tti2‘: ﬁ;ﬁ:‘pﬁﬂem:;l:g n?i; miu
populations. To achieve this target a health system initiates an array of activi ’d \eions 1o try wnd ik gthp
with a framework to finance and deliver health services. This involves mak-mg eCIt' b ‘ded e
most optimum use of scarce resources. A lot of decisions are made t?n -the mtervz;:}:l i ﬁ}: ovided to
the population and how they should be offered so that one can maximise the he enefits with respect to
the available resources. Those at the helm for making decisions require data abput the posguble opt-xgns ar_xd
the consequences of those interventions. With the proliferation of new technolqgles at a rapid pace, it is quite
clear with closer scrutiny that some of the older interventions have no benefits compared to the n_—:-sources
spent. But the advent of technology in health care and its increased usage hgs also added to ex-.pa.ndmg cogt?‘
of health care, and as such technology is sometimes considered as a “culprit” for the burgeoning costs. This
awareness has been behind the concept of “evidence-based medicine” and “health technology assessment”,
which contends that policymakers must use rigorous scientific research to make their decisions. They also

have to optimise their decisions to strike a balance between the most cutting-edge innovations and maximising
access to healthcare to the entire population.

Evidence Synthesis Specialist, Campbell Collaboration, Adjunct Scientist, ICMR-National Institute of Medical
Statistics, New Delhi

Denny has over 14 years of experience across various

. domains; managing hospitals
and health projects, economic evaluation, health financing, evidence synthesis,

implementation research, teaching and advocacy. He has experience of working

with research institutions, development organisations, and consulting companies for
conducting economic evaluations, systematic reviews, and h

ealth financing projects.
He has been the Principal Investigator/Co-Investigator for over 15 research studies
conducted across various states in India and have been awarded research and project
grants from national and international bodies, such as World Bank, Grand Challenges
Canada, etc. He has published over 40 articles in peer-reviewed journals and
. presented in national and international forums in the field of systematic reviews,
cost-effectiveness analysis, and health financing. He is an Associate Editor with Cost Effectiveness and
ssment in Health Care (IJTAHC), and BMC Public




ABSTRACT

Value of Health Technology Assessment (HTA) in Ayushman Bharat

The Ayushman Bharat is National Health Protection Scheme that aims to cover 10 crore poor and vulnerable
families (approximately 50 crore beneficiaries) providing coverage of INR 5 lakhs per family per year for
secondary and tertiary care hospitalization. The main impact of the scheme is envisaged to be on reduction
of out of pocket expenditure (OOPE), and access to quality healthcare thus improving health outcomes and
quality of life in general. The Health Technology Assessment India (HTAIn) has been formed in 2017 focusing
for evaluation, appropriateness, and cost effectiveness of the available and new Health Technologies in India.
The main aim, through development of standardized cost-effective interventions is overall reduction in OOPE
of patients and streamline the medical reimbursement procedures. However, the integration of HTA has been
left out of the implementation strategy of Ayushman Bharat. An example of such an integration is the HITAP
agency in Thailand's universal health coverage (UHC) scheme, where the HTA agency conducts assessments
for the drug benefit package within the National List of Essential Medicines (NLEM), and heaith package
plan for universal coverage of diagnosis, treatment, prevention, health promotion, and supplementary list of
medicines. The WHO has also recommended the use of cost-effectiveness as one criteria for benefit package
selectiqn for low- and middle-income countries. The use of HTA principles and guidance would be useful for
supporting the implementation and coverage of Ayushman Bharat scheme in the country.

Paranjoy Saharia

Senior Consultant - RWI, Global Scientific Services, IQVIA

Pél'anjoy‘s areas of expertise are Protocol writing, Study report development, CSRs,
clinical trial submissions, Value Dossier development, manuscripts, conference
proceedings, systematic literature reviews and Network meta-analysis.

Paranjoy has over 9 years of experience in developing clinical trial submissions such as
protocols, clinical study reports, and informed consent forms for requlatory authorities
in the US, Europe, and India. In addition, he has supported HTA submissions in key
markets such as Europe, Canada, and Australia by developing systematic literature
reviews that address clinical, humanistic, economic, and epidemiological needs of
major pharmaceutical and biologics companies

Paranjoy holds a Master's degree in Biochemistry from Bangalore University, Bangalore (India) and an
Advanced Post-Graduate Diploma in Clinical Research from CREMA, New Delhi (India)

ABSTRACT
Introduction to Health Technology Assessments (HTA)

ent (HTA) has been defined as a form of policy research that systematically
examines the short- and long-term consequences of health against the resources used for a set of health-related
technologies. This influences the policymaking decision at patient level, health care provider level and at
regional, national and international levels. Although HTA aims to guide formulation of safe and effective health
policies through a patient focused approach, consequence of the health technologies does not always answer

the unmet health needs and may often not be distributed fairly.

Australia and Germany have well established HTA bodies and
ions. However, for developing countries, where medicines can

represent up to 60% of healthcare spending and a large majority of people pay qut-of-pocket for prescriptiqn
drugs, it is critical to develop customized assessment framework balancing clinical outcomes gnd economic
considerations to facilitate universal access to innovative therapies. Indian government is committed to extend
healthcare services to its 1.25 billion population as part of India's Universal Health Coverage (UHC) agend§\ to
reduce calamitous out-of-pocket health expenditure. The Medical Technology .P‘Lssessment Board (MTA.B) aims
to reduce the cost and variations in patient care, expenditure on mecligal equipment and reduction in outl of
pocket expenditure of patients, along with streamlining the medical reimbursement procedures fo? effective
implementation of the universal coverage program. However, the complex and fragmented Indxax_\ health
system architecture poses a significant challenge to the successful translation of MTAB recommendations for

cost-effective service provision translation into practice.

<D

Health technology assessm

Developed markets, like US, UK, Canada,
evaluation framework to guide coverage decis



Mahendra Kumar Rai

Head- Real World Insights RW1 South Asia, IQVIA

Mahendra heads the Real World Insights vertical for IOVI}? f:]:hS:';;': 3‘:;1‘24’3;1;“?&'8
is to provide actionable insights to He s b : . O_n
core nmponnnnlnvum‘  ccess facilitating informed decision-making at both Strateglc
real worid daia, i ;; ‘1,,".' over 12 years of experience in outcomes research, health
ol ]w\‘l‘h:w.;m'l‘d insights and observational research spanning across the
rel . X
healthcare spectrum covering ph-\rnmcnuhc:uls. mmlll’;ullIf‘-it::’;:;‘::;'::iﬁ:?r?“i’"C3 and
OTC categories. Mahendra has worked with leading Hea .G ot Outcomi Rzencxea.
handling a range of categories and has wgrknd Onlgdmrgtm Se arag ;)fe “8earch
requirements across different aspects of Business anc ﬂfh &gbs i Xpertise
is Outcomes macnnr('.h.Hnn]lhnnonomicn,Rﬂﬂlworldlnmq - ose ]a 10“;’ oy
(Epidemiology - Longitudinal studies, Clinical studies, Public Health, Bloftn“s-ncs'fsljmrlzma .
Clinical studies - Project Management). He is a M.Pharma from DIPSAR, University of Delhi.

ABSTRACT

economics,

N

Introduction to Real World Data and Informatics in Health Care

The real world evidence (RWE) is derived from data associated with putcomes from the care‘of heterogreneous
patients and healthy populations as experienced in real world practice settings. The RWE is not restricted to
the controlled constraints of conventional randomized clinical trials (RCTs) and eval.uates the profile of a health
technology in normal clinical practice. It can be considered as the holistic pati?m journey and observangn of
effects following the treatment decisions when there is no control over the medical management of the patient
beyond observing outcomes. The RCTs are considered as the gold standard evidence. The mar];et authorization
approvals are solely being granted on the basis of efficacy, compliance and side effects derived from RCTs,
However, they do not reflect the true picture/evidence as the outcomes of the trials are closely controlled
and monitored. Owing to large amount of cost involved, RCTs cannot address the long-term effectiveness,
safety and true value of these therapies. In contrast, RWE is collected from a heterogeneous population which
reflects the realistic scenario as the treatment is administered as per physician discretion. Additionally, the
non-adherent patients may switch treatments but are likely to remain included in the analysis. RWE consists of
the generalized findings which are collected from the journeys and outcomes of millions of patients in the real
world settings. Thus, RWE can play an incredible role in the fast-changing global healthcare market as it helps
to generate insight, foresight and predictive findings on diseases, products and patient populations.

Consultant Advisory, Kinapse - a Syneos Health Company

Sheily Kamra has more than eight years of work-experience in the life-science
industry including Health Economics and Outcome Research and Medical writing. She
has expertise in conducting systematic reviews, literature reviews, report writing,
publication writing, product labels, clinical overviews, narrative writing, clinical
trial disclosures, and handling enquiries as part of medical information system. She
has worked across various therapeutic areas including oncology, CNS, CVS, and

respiratory system, etc. She has eight publications in Journal of haematology and
Oncology and ISPOR conferences.

ABSTRACT
Role of HEOR in drug development process

The emergent power of payers in healthcare decision-
economics and outcomes research (HEOR).

pharmaceutical companies have increased thei
Pharma Force International reports. HEOR is an i
science companies responsible for generating

making has increased emphasis on health
With this increasing demand of the HEOR work,
I field-based HEOR personnel by 53% in 2016 as per
nterdisciplinary function within pharmaceutical and life
value evidence of new interventions for reimbursement



agencies and local health care payer; thus, guide decision makers regarding patient access to specific
drugs and service.

Vinayak Jamdade

Senior Analyst, Advisory Kinapse - a Syneos Health Company

HEOR work begins simultaneously with the initiation of phase I of the drug
development and continues throughout the post-approval product lifecycle.
HEOR is a methodical approach that involves understanding the implication
of the disease and the existing treatments; and assessing the requirements to

>
ﬁ’ develop specific QoL or patient-reported outcomes questionnaires. Further,

it also involves development of comprehensive burden of illness studies to

identify the biggest cost drivers, and the clinical and humanistic impact of the

disease at a population level; incorporation of endpoints in pivotal registration
{( w trials and economic models; as well as the evaluation of real-world effectiveness
. and health economic implications. This session will cover various components of
HEOR and its applications during the drug development process.

Vinayak has almost four years of work experience in the field of HEOR. He has worked across various areas,
including ht‘_-:-‘rflture reviews, meta-analysis, AMCP dossier, market access, protocol and report writing,
patient cen_tncny and epidemiology. He has hands-on experience in evaluating PROs and on various methods
of economic analysis and critical appraisal of economic evaluation studies. He has worked on a wide range

of dise‘aase‘ areas including oncology, autoimmune diseases (rheumatoid arthritis, diabetes), CNS diseases,
migraine, infectious diseases, and many others.

ABSTRACT
Utilization of patient reported outcomes in regulatory and reimbursement approvals

Patient-reported outcomes (PRO) measure is a report that comes directly from the patient about his/her
health condition without amendment or interpretation of his/her response by a clinician or anyone else. The
value gained through understanding health outcomes from the patient’s perspective has been increasingly
acknowledged in recent years. As commercial competition increases and payer demand rises, companies
must offer more proof of their products’ impact. PRO measures offer regulatory agencies a holistic view of
drugs’ effects and potential success. Incorporating the patients’ voice to products value propositions is
crucial for regulatory approval and reimbursement deliberations. Although PROs are being utilized in clinical
development for long time, these measurements still have an untapped potential in market access. Data related
to treatment compliance and drug effects as obtained from PRO instruments are influential in developing
desired products and play instrumental role in product labelling. Further, this session will elaborate different
kinds of PROs, their development and utilization during clinical development and reimbursement process of

medicinal product.

Mou Chatterjee

Engagement Manager, RWI, Global Scientific Affairs IQVIA

Mou has extensive experience in scientific communication and strategy consulting
(including Market insights and business intelligence) and worked with seveFal
clients from Fortune 50 global pharmaceutical companies. Her areas of expertise
include, Value communication, Disease area Strategy, Go-to-Market (GTM) Strategy
development, Product Differentiation and Brand Positioning, Pricing, Reimbursement
and Market access. She has also worked as domain consultant with reference to market
sizing, patient flow modeling, revenue potential estimation, PE modeling, Market
access and GTM strategies, etc. In her current role, she is involved in supporting and
leading Value Communication delivery including Scientific / medical writing (protocol
development, Study report preparation, developmgnt of manuscx.ip!s, posters,
conference proceedings, etc) preparation of value messages and value dossiers, HTA submission, pricing




eographies, SUpPportjy,
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Strategies, etc. She also participates in developing regulatory lan

s g iew, etc.
rici issi tematic literature revi ;
Pricing regulatory submissions, sys industry from new drug dlSCOVerth

) maceutica-l . g
Mou has 15+ years of experience across different aspects of Phartr nal peer-reviewed journals. She has workg
evidence- based decision support. She has published in Internanodia) Ranbaxy, Daiichi Sankyo India Ltq_ Ang
Wwith several organizations like National Brain Research Centeé i ]aw:aharla] Nehru University (JNU). She has
SmartAnalyst. Mou holds Master's degree in B io'eChPOIO%aI::lr:ta ~ Indian Statistical Institute and Univeys;
extens: - lecular biology from University of , in Project Management fr,,
of C?ir;sc:ivnen;rt??ggia:?: Ifri)gram). Sl?g also participated in Executive Program m
IIT- Delhi.
ABSTRACT

t next
Value / Outcome based pricing - current state and wha

: j nd orphan drugs,
With an unsustainable increase in drug pricing especially for specialty tge:;iilszcis B :vphere dn?g ;):iz:f
pressures are pushing pharmaceutical companies towards value-base uu:

i than volume and unmet need. In
: ‘ its clini omic performance, rather . : |
are directly linked to its clinical and ec::isions I;re driven by evaluation of innovative therapies bageq o

approach, pricing and reimbursement d : ' heskinlon g
health outcomes, value to the patient, and their effectiveness in real world setting comp et ernate
come-based price negotiations and / or coverage are not 5

treatment options. Performance / out ) NHS B secent o
“new concept” and has been routinely used by single payer systems in Europe (e.g., UK) limeg,

this approach is gaining increasing importance, even in fragmented multi-player markets like US and oyt.qf.
pocket markets in developing nations like India and China.

Despite the regulatory and financial pressures to adopt value-based priglng » Assessing a thf:;‘rapy s "value” ig

a daunting task. Assumptions on treated population, unmet need, endpoints assessing ef,f,ectlveness, treatment

duration, etc adds to the complexity of models used to appraise “value of new c_lrugS . The Chaﬂenges aze
further complicated by the lack of globally standardized procedures for extensive data collection, patient
Privacy restrictions, and governmental pricing regulations. To standardize value assessments, ISPQR Special
Task Force on Value assessment framework, has recently published guidelines (2018) on kgy considerations
for value assessment including specificity about context and perspectives, consideration of incremental costs
and benefits, and development of value thresholds and continues to refine the concepts with respect to multiple

stakeholders, payors and patients.

HEOR Lead, Pfizer Essential Health

Abstract

Biosimilars & HealthCare Delivery.. Opportunities & Challenges
Dr. Ahmed Shelbaya, Wing Yu Tang, HEOR Pfizer




tag associated with Biologics they also do present a big financial challenge and bur_den for payers 1‘nclud1ng
governments and definitely an access challenge to patients, especially in developmg .cou.ntry set.tmgs. The
loss of patent exclusivity for many Biologics offers a promise though. A promise not just in terms of increasing
access to patients but a promise of capacity to sustain the Biologic markets in general. Loss of equmlﬁw
of Biologics and accordingly opening up room for competition and therefore expanding access to Biologics
while lowering treatment costs is the promise of Biosimilars. More than 45 biosimilar products (for 15 biologic
medicines) are now available (differs from one region to another). In this presentation we provide an overview

of the opportunities and challenges associated with the availability of Biosimilars and accordingly sustainability
of these important interventions.”

Richa Goyal
Engagement Manager, HEOR, RWI, Global Scientific Affairs IQVIA

e Richa Goyalis an EngagementManager, RWE projects fromIndia. Her areas of expertise

include HEOR, RWE, Evidence Based Medicine (EBM) and Scientific Communications.

She also has good understanding of medical statistics and data interpretation. She
has 11+ years of experience in HEOR, PE models and medical communications and
has publications in many peer reviewed journals. She also holds position of Director
ISPOR India, Mumbai Chapter. She holds a Master of Pharmacy in Pharmacology along
with certifications in “Health Technology Assessment” from University of Sheffield and
“Statistics in Medicine” and “Writing in Sciences” from Stanford University

KBSTRACT
Usefulness of Meta-Analysis in Real World: the true need?

With the World progressing towards the boom of Real World Evidence and the usefulness of it: the big question
comes as need of Meta-analysis in Real World Setting. What is meta-analysis? Is it necessary for solutions to the
Real World? Will the quantitative data obtained help in drawing clear solutions and will help in the launch of the
relevant drug and its usefulness? The questions are many and with the help of analysis we are able to answer
some. Meta-analysis is a technique where we can assess the results produced by various studies for assessment
of various outcomes. The results come in the form of forest plots or rankograms which can help us in further
analysis of the outcomes and the drugs. In the highly competitive world, where there are so many solutions
present for a disease, meta-analysis can help us in giving an unbiased direction. But this also comes with its
own perils as it is dependent on the data inputs which further depend on the robustness of study, sample size,
heterogeneity, inconsistency; are many of the inter playing factors to it. With the evolution of new technologies
and softwares where we say machine learning contributes towards more efficiency and reducing the bias in the
systematic review we are still in the process and working towards it. Although there are many softwares to help
in meta-analysis like Winbug’s, R and R studio we are still exploring its need in Real World setting.

Loveleen Taneja

Principal, RWI, Global Scientific Affairs IQVIA

Dr. Loveleen Taneja has extensive experience in domain consulting, pharmaco-
economics and pharmaco-epidemiology support. Her areas of expertise include
pharmaco-economic modelling, scientific content writing, disease landscapes,
clinical trial and pipeline analytics, revenue forecast, longitudinal data analysis, value
messaging, pricing, reimbursement and market access.

Loveleen has 18+ years of experience across clinical work and industry. Loveleen
holds a Master’s degree in General Surgery from National Board of Examinations
(NBE) and has worked for 6 years in general surgery and pediatric surgery. For past
12 years, she has worked in several companies in healthcare consulting and scientific

communications.
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Traditionally, the cost and effectiveness outcomes used foT evaluatlonel;ivreﬁewed arct non-peer-reﬁewi 3 q
secondary c‘;;xta. This includes searches from published literature (p ’

. d expert opinion. These sour
insurance claims databases, published costs units by healthcare ;rez::giinuse Jlt;}f)sen.'ar,itivity analysis, -
have associated variability and uncertainty which needs to be addre

i oints in large clinical trialg

Over the past two decades, there has been a thrust to include ecqan;uirf;lsdpas S A O bea]:ased
analysis is expected to more robust if based on outcomes from clinic h cos;s. However, challenges ez N
on actual patient-level data is available for both clinical outcomes ant St sellisch ettt cliiioa) Sty
designing the randomized controlled trial. These include need for the ;1 o T e
ability to collect the costs for each alternate outcome for equal length o tHSnP(')R Pk Porce on Good pa up
period so that important costs and effects can be collected. To help .m this, I ion and reporting of trial barch
Practices developed and published guidelines for improvement in conduction ased
economic evaluation in 2004-05 which were updated in 2015.

Mol Do 2Rt el i e

CEO & Founder, PVCON Consulting Services

- Moinhasabout40years’ experience inthe pharmaceutical industry. Pharmacistby
e education, Moin is one of the most well-known ‘Pharmacovigilance Professionals’
in Asia Pacific. He has rich hands on experience of practically every facet of
Industrial Pharmacovigilance, while serving reputed international pharma cos
like Sanofi Aventis & his last assignment being, with Johnson & Johnson as
Regional PV QA Director for Asia Pacific. Moin has undergone extensive training
in U.S, Germany, France & Singapore and is a certified ‘Lead Auditor’. He is
closely associated with Govt. of India’s National Pharmaco

vigilance Program as
‘Advisor’ and ‘Trainer’ for DCGI & PVPI staff & has also be

en a trainer for UMC’s

ABSTRACT

A Holistic Overview of Pharmacovigilance

Pharmacovigilance has aiWays been considered a critical activity by almost all the key stake holders
associated with drugs, and its high place in Organizational priorities hag never b - d. From time
to time, episodes like thalidomide tragedy (1962) and carqj €en questioned.

only add emphasis to this ever evolving medico-regulatory g‘i;ascular risks posed by COX 2 inhibitors (2005),

cipline,
Traditionally speaking, the science of Pharmacovigilanc
marketing or post authorization period, As a part of %111 > has been a discipline more focused on the pos!




value. However, as biological

sible loss of rev i .+ rations & declining share
b enue through damaging HLge - part of new drug development

sciences have evolved, pharmacovigilance has also become an integral
pIOCESS.

The new regulations (E2E Pharmacovigilance Planning) require that, the would be marketing authorization
holders, submit, in the application dossier, a comprehensive review of the safety profile of thg new drug, and
how the potential risks will be further investigated and / or minimized during lifecycle of medicines.

Spontaneous reporting and Periodic Safety Update Reports (PSURs) for the marketed products, form the
back bone of the traditional, post marketing surveillance activities throughout the pharma world. US FDA’s
MedWatch forms & MHRA's ‘Yellow Cards’ have almost become synonyims with spontaneous reporting. While
US FDA recommends voluntary spontaneous reporting of all serious suspected ADRs through Form 3500A, for
health care professionals, it makes such reporting mandatory for the Marketing Authorization Holders (MAHs)
and draws very stringent timelines & reporting requirements.

From the latest amendment, to the Schedule Y of Drugs and Cosmetic Act 1945, the serious intentions of the
Drug Controller General of India (DCGI) regarding stricter compliance relating to the reporting of adverse
events from clinical trials are clearly palpable. The requlations clearly spell out the responsibilities of the
stake-holders visa- vis safety reporting along with the timelines and a well defined format.

The stake holders must take cognizance of the tremendous challenges they are faced in order to realize the
great growth_po.tenual and it’s usefulness of this domain in India. Diligent compliance and adherence to GCP
and GPVP principles can only be the right Direction to move forward.

Naveen Chhabra

Manager Pharmacovigilance, Tata Consultancy Services

Area of expertise: A gold medalist physician with an extensive experience in clinical
trials and drug safety, authored and reviewed aggregate safety reports (pre-marketing
and post-marketing reports, including periodic and adhoc/ interim aggregate reports)
and risk management plans. He has expertise in core areas includes trainings, ICH-
GCP guidelines, medical writing, signal detection and assessment, designing risk
management plans and label (core and regional) updates.

Current Profile: He is holding position of Manager- Drug safety, risk management
and regulatory affairs at Tata Consultancy Services, Mumbai, India. Having excellent
communication skills, he has proven his ability to work within regulatory & client
specified framework. He has mentored many aspirants to achieve excellence in drug
safety and medical writing. Dr Naveen has several publications in his credit in national and international

journals.

ABSTRACT
Signals in Drug Safety

ne in the drug safety. A signal is defined as any information
(arising from one or multiple sources, including observations and experiments) which suggests either
a new potentially causal association, or a new aspect of a known association between an intervention
and an event or set of related events, either adverse or beneficial, that is judged to be of sufficient
likelihood to justify verificatory action [1,2]. From the Uppsala Monitoring Centre, “reported
information on a possible causal relationship between an adverse event and a drug, the relationship
being unknown or incompletely documented previously. Usually more than a single report is required to
generate a signal, depending upon the seriousness of the event and the quality of the information.” A safety
signal is not synonymous with a statistic of disproportionate reporting for a specific drug-event combinationasa
validation step is required. Signals may be qualitative (e.g., a pivotal individual case safety report, case series)
or quantitative (e.g-a disproportionality score, findings of a clinical trial or epidemiological study). Signals may
arise in the form of an information request or inquiry on a safety issue from a health authority [3]. The signal
management process includes a set of activities performed to determine whether, based on an examination of
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Signal management remains a cornersto



; i tems or studies, gejar,:
individual case safety reports (ICSRs), aggregated data from active s.urv(-).lllal(;C::ri sgxsan e substaimen s
literature information or other data sources, there are new risks assocmlte ey dece or
medicinal product or whether known risks have changed, as well as any re ac;e the folloning actiw:tie c i
communications and tracking [2]. The EU signal management prgcess mcl'u i.S ot SigH A . 8: gj
detection, signal validation, signal confirmation, signal analysis and prioritisa Pr, t'gn e ment apg
recommendation for action. The release of the revised Good Pharmat_:?‘ngﬂance actices (. ) Moduyle
— Signal Management [Oct 2017], brings further clarification and additional regulatory tll'eqm‘:gmems for tne
marketing authorisation holder (MAH). From 22nd February 2018, the.MAHs with an ac ive sS stance oy
EMA pilot additional monitoring list are obliged to monitor the Eudr‘aV1g1‘1§nce I_Z)ata Analys'm Yystem (Evp AS
for new and existing signals with a frequency proportionate to the identified risk, potential risks ang Neeg

isions

for additional information.

Manoj Sharma

Sr. Manager - Global Pharmacovigilance Department, Win-Medicare Pvt. Limited

Dr Manoj SHARMA is a Ph.D. in Clinical Pharmacology with a Pést-Dgctoral Experience
in Pharmacovigilance and Pharmacoepidemiology from Umvermty of Pordeaux-n,
FRANCE. He is having more than 15 years of experience in Pharmacovigilance and
Phannacoepidemiology and Drug Discovery. He has developed Pharmacovigilance
departments for global pPharmacovigilance regulatory needs for countries in the
European, North American, Latin American and Asian region and has also contributeqd
to Pharmacovigilance Programme of India as an expert member in Quality Review
Panel of National Coordination Center Pharmacovigilance Programme of India (NCcC-
PvPI), Ministry of Health &Family Welfare Govt. of India. He has assisted NCC-pPvpI,

- Ministry of Health &Family Welfare Govt. of India in finalization of the “SUSPECTED
ADVERSE DRUG REACTION REPORTING FORM” and reviewed “STANDARD OPERATING PROCEDURES”

for Pharmacovigilance Programme of India. He has been awarded grants by the International Society of
Pharmacoepidemjology, USA, Indian National Science Academ

Y, and Depitt. of Science and Technology, Govt.
of India, International Society of Pharmacovigilance for Presentation of original research Papers in international

ABSTRACT

Risk Benefit Assessment: Key parameter & considerations

Pharmacovigilance is the science and activities related to the detection, assessment, prevention, recording
to Pharmaceutical Products. This includes the biological
and medical devices as well. Global pharmacovigilance regulations require marketing authorisation holders

and risks in “real world clinical setting. The benefit

risk assessment requires periodic monitoring of world medical and scientific literature, review

wide global
of individual case safety reports of adverse events for lack of e

interaction, overdoses, cases in special patient

Good Pharmacovigilance Practices.



Jamal Baig Anwar

Global Safety Country Leader MSD - India

In the past have been associated with Kasturba Medical College and Hospital a Regional
Cer}tre during for Pharmacovigilance and was responsible for reporting ADRs to the
National PV center at AIIMS , this program later on became the PvPI in 2010. Have
also held faculty position at the NIPER , Hajipur (Premier Institute of Pharmaceutical
Ed:ucat.ion in India) teaching and supervising M. Pharm Students. Have worked at
WIPIO Ltd- setting up of Drug and Safety outsourced project in India for Pfizer Inc in
?ndla as Team Leader, Pharmacovigilance trainer and Subject Matter Expert for case
intake, data entry , case processing and quality control of ICSRs.

o Currently working in Merck Sharp and Dohme (MSD) Pharmaceuticals Pvt Lt as Global
Safety (Ph_arma_cowg_llance and Clinical Risk Management) country leader, in the current role oversee the
PV oper.at?o'rfs m.lndla, Pakistan, Bangladesh, Nepal, Sri Lanka, Maldives and Bhutan, which includes the PV
responsibilities in the area of Clinical Trials, PAAS, Aggregate reports , Patient support programs, Health
agency engagements, PV vendor qualification, SDEAs and collaboration with business partners .
Invited trainer for NCC- IPC - PvPI PV workshops for AMCs
Invited trainer for NCC- IPC - PvPI PV workshops for AMCs and Short term courses on Pharmacovigilance and
Regulatory affairs. Have been session chairs/ speaker at various national and international PV conferences
in India and abroad. Included in the Hall of Fame 2018 by India Society for Clinical Research (ISCR) for
contribution in the field of Pharmacovigilance .
2016-17 played a key leading role in the Industry collaboration with the Indian Pharmacopeia Commission
(IPC) - Pharmacovigilance program of India (PvPI ) and initiated the drafting of the Post Marketing
Pharmacovigilance Guidelines in India, the guidelines were released in Sep 2017 and are now
considered for implementation . :

ABSTRACT

Opportunities for pharmacy professionals in Pharmacovigilance

What is Pharmacovigilance?

. Pharmakon (Greek) = Medicinal Substances Vigilia (Latin) = To keep watch

Why do we need Pharmacovigilance?

Humanitarian concern insufficient evidence of safety from clinical trials, Animal experiments & Phase 1-3
studies prior to marketing authorization Limitations of clinical trials, Small number of patients studied, Restricted

populations (age, sex, ethnicity) Narrow indications ,Short duration of drug exposure

Common terminologies in Pharmacovigilance

Side effects, ADRs, Adverse Events SAEs, NSAEs, SUSARs, AEF], Listed/Unlisted nSAEs (E‘.zfel:tedlc.i;
. . / ici PSPs, Literature reports , SOCl e

tters, Spontaneous report, Solicited report, ; : : :
Unexpected)sf‘; ng;vu;i) li)SURs (I))SRs, Line listings ,MedDRA ,Event term cochyg, Drug C_odmg,.Na.nat?ve
repgrts , ICSR, i 'Medical. review , Causality , Dechallenge , Rechallenge Signal detection , D1stnbut1c;;
w;l;;%Cgaltomr;zu; zmss ion ), Case processing, JPASS,PMS, Phase IV, CIOMS ,Medwatch - US ,CSDCO /Pv
-_— e ’

AE reporting form , Data base, Eudra vigilance , Vigibase, AER-US, VAERS-US.

Career Opportunities

i i igh speed , In the year 2013, it was

< il (PV) market is e anding globally at a very hig
) AR 0 rm'llio:llc ‘:narke’:pglobally; expected to grow at 14.20% CAGR between 2014 and
estimated to be a USD 2,408.0 ncy Market Research the PV market is expected to reach US$6.1 bn by 2020.

2020,Aspera report by Transpares on of the PV market are the strict drug safety regulations and policies by the

5 iferati :
The main reasons i IHomed and developing countries

most develop . £
governments of « outsourced major PV activities to CRO’s based in India

eutical Industries hav

Global Pharmac



Quality

ed case processing.

i indivi 1s is call
Combined set of activities performed by above individua . e
olved in case processing activities

India has the highest number of PV professionals inv Research Organizations: Quintile
Job opportunities in Industry and Government , .ContlfactKena Py i iy IT/BPOS/;;M

(IQVIA) , Paraxel, Pharm-Olam, Siro Clinpharm, S‘."for;:;o};ic’; companies, IPC-PvPI emploYsaIaro .
TCS, Cognizant, Accenture, Wipro, All Pharma/Device, ’) Dong Inspector (temporary and Permaneme)

number PV associates in AMCs (ADR monitoring Cemer?nate SAEs submitted by Sponsor, EC ang Sites

at CDSCO and state FDAs - role is to collate and co-ord 2y and Tadoatoy.

with SAE expert committee members, higher officials of CDS
r & ISO certified lead auditor

Senior Professional in Pharmacovigilance & Regulatory affairs. Traine
Ahealthcare professional with more than a decade of experience in Pharmacovigilancy

Regulatory Affairs and drug development.

(M. Pharm. PhD) Pharmacist by qualification, one of the well-known ‘Pharmacovigilance
Professionals’, has rich hands-on experience of prao:':tlca]ly ‘every facet of
Pharmacovigilance and Regulatory Affairs, while handling pr01ects‘ of leading
regulatory agencies like European Medicines Agency (EMA) and reputed Internationg]
pharma companies.

EMA accredited ICSR quality reviewer, manual drug recoder and xEVMPD expert for
EudraVigilance. Shared review feedback with over 500 Pharma companies.

Has visited multiple Europan and Asian countries being trainer and keynote speaker.

Closely associated with Govt. of India’s National Pharmacovigilance Program as part of a committee who has
drafted pharmacovigilance guidelines for Pharmacovigilance Program of India (PvPI) & also been a trainer for
skill India PV Workshops conducted by PvPI.

ISO certified ‘Lead Auditor’ and facilitated as Pharma Ratan 2016 for contribution in drug safety.
As a young and enthusiastic PV professional, exhibits interest and excitement in assisting pharma

companies in establishing PV systems, performing system audits and ensuring regulatory compliance
in Europe, Asia Pacific, Arab league & CIS region.

ABSTRACT

Drug Safety Status, a comparative analysis of European Union, Arab League, Eurasean Commission &
India

focess to medicix}ell}as significantly improved during last decade worldwide, thanks to the efforts
of global health initiatives and also to the commitment of national governr’nents Medicines aré

has been achieved in low and middle income countries (LM
) s ICs), t beel
taken. However, with more clinical research activities being 0013 dul:::g?nsglveral attempts ?;::e .
immense need to un-derstand and implement PV. For this to happen, the hese cc;untnes,1 s orkind
in regulatory agencies, the Pharmaceutical companies, presCﬂbErs,and ;nal:;d s;e; of peo;:a res o
ents/consum



change. WHO has a major role in supporting and coordinating these developments.

In the past 20 years, many LMICs have created national PV systems and joined the WHO's global PV
network. However, very few of them have fully functional systems. Legislation and regulatory framework
as well as financial support to build sustainable PV systems are needed. Public health programs need
to integrate PV to monitor new vaccines and medicines introduced through these programs. Signal
analysis should focus on high-burden preventable adverse drug problems.

Shubashini Gnanasan

Senior Lecturer, Faculty of Pharmacy, Universiti Teknologi, Mara Selangor, Malaysia

Dr.. Shubashini Gnanasan graduated with a Bachelor Degree in Pharmacy from
Universiti Sains Malaysia in the year 2003 and a Master’s Degree in the field of Clinical
Pharmacy from the same university in the year 2005. She was selected to receive a
§cholarship in the year 2007 to pursue her PhD studies in the field of Clinical Pharmacy
in United Kingdom. In 2012, she was successfully awarded with a PhD by the School
of theu'macy. University of Nottingham, UK. She joined the Department of Pharmacy
Practice, Faculty of Pharmacy, Universiti Teknologi Mara, Malaysia in 2005 and has
been W_’Ol'king in the same university for the past 13 years. She is a senior lecturer,
supervises PhD and masters student by research and give lectures to pharmacy
.undergraduate and postgraduate students who are pursuing their Master in Clinical
Pharmacy and Master In Pharmacy Practice. Her research interests are in the field of pharmacy practice,
590131 pharma.cy and clinical pharmacy research such as co-morbid disease management of tuberculosis and
dlab_etQS melhtu‘s, pharmaceutical care and health services research, exploring patient experiences of using
med{gnes, qualitative research, action research, pharmacy education, and complementary and alternative
medicine. She has communicated her research findings in many international and national conferences,
published a few research articles and has been invited to speak at conferences. She has also conducted a
workshop to train pharmacists in mixed-method research. She was honoured to be given the opportunity to
be the organising chairperson of the International Conference of Pharmacy Practice which was recently held
in Malaysia. She is currently working on non-pharmacological management in dementia care as she has been
awarded a fundamental research grant for the project.

ABSTRACT
Pharmaceutical care for patients with Tuberculosis and Diabetes Mellitus: a Malaysian experience

Diabetes mellitus (DM) is one of the most common co-morbidity in patients with tuberculosis (TB) with prevalence
as high as 15-30% in Malaysia. The convergence of these two diseases is linked to poorer TB treatment outcomes,
increased chances of relapse and recurrence within two years, increased risk of multi drug resistant-TB, reactivation
of latent TB infection and higher risk of death during TB treatment. Although, directly-observed treatment (DOT) has
been shown to be a good strategy to enforce adherence to TB treatment, pharmacists are underutilized. However,
many pharmacists run diabetes medication therapy adherence clinic (MTAC) in many public hospitals. Despite
the fact that DOT and MTACs are good strategies in promoting adherence to TB and DM treatment respectively,
there is a lack of clinical guideline on the co-management of TB and DM patients. A collaborative effort from all
stakeholders including pharmacists is needed in order to combat the dual jeopardy. Hence, a qualitative enquiry
(phase 1) was carried out in a public tertiary hospital in order to explore the pharmaceutical care needs of patients
with TB and DM. Concerns about medication and issues related to the management of TB and DM were the two
main themes that emerged. Concerns about medication include the negative consequences of medicine taking
(adverse effects of medication, burden of multiple medication, drug interactions and medication confusion) and
the perceived positive effect of medication which were expressed in terms of necessity and efficacy of medication.
Issues related to the management of TB and DM patients include longer duration of TB treatment in DM patients,
delayed initiation of TB and DM treatment, poor record keeping, communication barriers between patients and
physicians, the ambiguity of DM management in TB patients, DOT and the burden of attending multiple clinics,
and self-management and incorporation of traditional remedies. Phase 2 study employed action research methods
to assess the feasibility of providing a pharmaceutical care service for patients with TB and DM in the same
hospital. Action research comprised both quantitative and qualitative data and a variety of ‘real-life’ experiences
layed an important role in managing DM in TB patients by: raising the awareness

were captured. Pharmacists p



. . gicians
concerns about their medication; and referring patients to phy

: ceutical care man,
: parriers to pharma e
Nevertheless. there were other issues which could be regarded as

; . Tep
. ly-diagnosed DM patients; infre
such as communication barriers; delays in initiating DM tfe_atment c;r;ale;:;ow data; and nurses’ rellICtanceem
monitoring of blood glucose level; absence of certain clinical a;: sician’s order at the chest clinic. [ Spite v
conduct finger-prick blood glucose monitoring if it was not a phy ative practices between pharmacists »
the need to address logistic barriers and the need for more collabor

: tients was a feasible conc]yg;
Physicians, the Provision of the pharmaceutical care service for TB and DM pa iz

Former Vice Chancellor, NIMS university, Jaipur

Professor Krishan Chandra Singhal earned both his Bachelor z;]\ged.lc?e and Bachejo,
of Surgery (M.B.B.S) in 1964 and his Doctor of Med.Jcme ; . 1)1 g\ CS;GB fzom
George’s Medical College Lucknow. His Doctor of Philosophy (Ph.D.) egree in |74
from Rajasthan university and Doctor of science D.Sc.) in 2001 from Aligarh Muyg)
University, Aligarh, India. Dr Singhal has been elected Fellow of Royal Co

of Physicians Edinburg, FRCP (Edin) Dr. Singhal’s major areas of reseaxcl'-l are
Pharmacovigilance, Clinical Pharmacology and Chemotherapy. He has establisheq
a8 new method for screening potential anti-filarial agents using Setaria cervi as test
organism. He was Professor and Chairman Department of Pharmacology, Jawahar 1)

Nehru Medical College, AMU Aligarh. He joined as Vice Chancellor, NIMS Univemn-y
ary, 2008 and was there till 31st May 2015..

Dr. Singhal has been President (1994); Treasurer (1982-1984) of Indian Pharmacolo
(1999), General Secretary (1994-1998), Treasurer (1982-

i itor, Indian Journal of Pharmacology (1989-199 1), Editor (Pharmacology) Indian Journal of Physiology
and Pharmacology, Vice President, Indian Society of Hypertension; President, Society of Pharmacovigilance
India (2000-2005), Consultant, Clinical i

Jaipur, India in Febry

ch Publication in National anq International Journals
National and International conferences.



H‘:‘:";s ‘t’lsmgg l'j’l'crfe'ssor to Health Science Centre, University of Tennessee at Memphis, USA during 1995, The
Jo utian Distinguished International visiting Professor at University of Tennessee at Memphis during 2000.

;Ie h;s been invited 8peake.r to many national and International meetings, seminars and universities.Dr Singhal
as been awarded many prizes, oration awards,and honors.

Presenﬂy Dr singhal is working as Physician at Dr K C Singhal Hospital and research centre, Kwarsi, Ramghat
Road Aligarh.

ABSTRACT
Road to safety evaluation of drugs of Indian systems of medicine

mmm systems of.medicine (ISM) namely Ayurveda, Siddha and Unani are holistic systems which aim to
integrate body, mind and spirit to help prevent illness and promote wellness. With greater acceptance and
popularity, t.he production and sale of these drugs has been formalized into thriving industry covered by Drugs
and Cosmetic Act Government of India. In Ayurveda ancient text Charak Samhita describes adverse reaction to
many drugs and also host related factors which can influence the intensity of adverse reactions.

However, many Phj_rsicians of ISM are not inclined to accept that the drugs of these systems of medicine can
cause adverse reactions. Ayurvedic literature provide methods to detoxify metallic as well as plant preparations
and c}am that the method of Shodhana removes the toxic component and the drug becomes free from adverse
reactions. However, such claims are required to be verified with scientific and clinical evidences. On the
recommendation of a joint meeting of ISM at the behest of Government of India in 2008 ,it was decided to
establish @R monitoring program for drugs of ISM with headquarter at Gujrat Ayurved University, Jamnagar.
Countrywide training programs were organised and ADR monitoring centres including regional and peripheral
centres were established. More than 2000 physicians and paramedics have been trained .Reports of ADRs
are pouring in but are not frequent. Substitution of drugs is one major issue. In Ayurveda the substitution
is permitted only for additives and exipients whereas, in Unani system the drug with main pharmacological
action can be substituted too. The practice is old. Abu Bakar Mohammad Bin Zakariyya al Razi (Rhazes) (865-
925 AD) compiled all substitutions used in a book Maqgala Fi Abdal al-Adwiya al Mustamala Fi al-Tib Wa al-Alaj
popularly known as Kitab-al-Abdal and laid down the principles for substitution. Al-Razes has listed 122 drug
substitutions in practice till then. In Indian pharmacopeia 50 more plant drugs were added to this list, thus
making the total number of permitted substitutions to 172 in practice in India. A pharmaceutical house can
market its drugs without disclosing the name of the substitute used as they claim to have prepared the drug
according to the Unani text,

The substitution of components of an Ayurvedic or Siddha systems of medicine are confined to exipients and
additives and the drug responsible for the pharmacological actions are not changed. This makes it easier to
monitor drugs of these systems of medicine Efforts are on to reach a large number of ISM practitioners with
workshops and training programs. Recently a joint training program was organized for ISM physicians from Sni
Lanka and more concerted efforts are required to prove safety of drugs of India systems of medicine.

Syed Ziaur Rahman

Professor, Department of Pharmacology, Aligarh Muslim University

Professor Syed Ziaur Rahman is working in the field of Pharmacology for the last 21

years. As a scholar, he has to his credit 7 published books, 12 ct}apters agd more.than

165 articles/research papers/case-reports/editorials in both x}atxonal and international
journals. He edited 11 periodicals and has been invited to c_le_hver h@&eds of lectures

both as guest speaker and as resource person. He pamm.pated in 62 Workshops/
Training Programs and presented papers during 116 lnten_\auonal Conferences and 64
National Conferences. He himself organized two 1nternatx9nal cpnferences and many
national conferences/symposiums and handled 7 acadermg prolgc_ts. He v{orks in ?he
field of Traditional medicine with special refergnpe to Unani medicine. While wor%qng
on morphine de-addiction properties of medacmal' plants, he proposed a mg@ﬁed
method for moderately and severely induced morpl}me depgndgnt rats. Hg spe'cxﬁcally
screened Delphinium denudatum for its protective activity in morphine .m_duced
nce. Two of his MD candidates expanded the same work. In the field of Pharmacovigilance,

physical depende
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) term 'Pharmacoenvironmen
he gave the concept of Environmental Pharmacovigilance and C.omede::el—le further differentiated the earlje,
for the study of drugs at therapeutic doses and its impact on envxrorlm cidjﬁon_ he is closely associated wity,
terminology 'Ecopharmacology' from 'Pharmacoenvironment.ology . h:'anal Secretary. He started as editor-ig,
Society of Pharmacovigilance, India (SoPI) and currently Seernng;;iI?:n?e & Drug Safety' (ISSN 0972-8899) ang
chief, the official journal of the SoPI in 2003 'Journal of Pharmac oPI (SOPICON 2014) at JNMC.

edited its first 2 numbers. He organized 15th Annual Conference of S

_— . ational Medical Scienc
He is involved with and/or member of 33 learned educational bodies including Intern es

3 ional Brain Research Organization'

Academy (FIMSA), National Academy of Medical Scnencgs (MAMS), h:)tle:,mi?:t:l)So ciety, Indian Science Congregg
International Society for Neurochemistry (ISN), South African Pharmac gology doclsty (GPS), Australian e
Association (ISCA), Indian Medical Association (IMA), Safety pharrFla Society of Clinical and Experiments]
New Zealand Society of the History of Medicine (ANZSHM), Austr.ala-‘;llan otwork of INCLEN), Indian Science
Pharmacologists and Toxicologists (ASCEPT), IndiaCLEN (Region I;pharmacologist s of India (APPI) ang
News Association (Science and Culture), Association of Phy51ologlsts an naal Mosting of Tl Bace
Indian Pharmacological Society (IPS). He was entrusted to organise th.e 9th . @] Novabes 5012 th
of Rational Pharmacotherapeutics (ISRFTCON 2017) at [NMC, AMU, Aligarh C_lu_fmg& Sciences, Aligarh and =
is the founder trustee and treasurer of Ibn Sina Academy of Medieval Medu:{ﬂe ::1 e 1’.ibr g Man an
Associate Editor of its quarterly newsletter (NISA). He coordinated in the egtabhshmen o library, Museum

: . : : f Indian Systems of Medicine & AIDS Ce]]
on History of Medicine & Sciences, Centre for Safety & Rational Use o Yo Wit £ AY0
as corpus body of the Academy. The Academy is designated as 'Centre of Excellence' by Hm:ltll? o SH,
Govt. of India and listed in the Directory of History of Medicine Collections, FIS Department of He : and Human
Services, National Library of Medicine, NIH, USA. He arranged many medical camps on the Coramon ‘?f World
AIDS Day, World Health Day and World Tuberculosis Day. Many scholars and 1gst1tut1ons haye cited his wprks
including in few Pharmacology books. Under his supervision and co-supervision, 17 candxdat‘es have either
completed or are completing their thesis/dissertation works. He is invited as external exammer' to ;everal
medical and pharmacy colleges for BDS, MBBS, MD, PhD, M. Pharm and MSc (Pharmacology) examination and
also served as expert for various selection committees for the post of Senior Residents, Assistant Professors
and Associate Professors. He was awarded with International Alumni Leadership Award 2018 (Westem
Sydney University), Pharma Ratan Award 2017, Servier Young Investigator Award of International Union of
Pharmacology (1999), Junior Scientist Award of Safety Pharmacological Society of USA (2006), The African
Institute of Biomedical Science and Technology (AiBST) Scholarship for Kenya, 2003, WHO Fellowships to
attend the 2nd Asian Course on ED & RDU in Kuala Lumpur (Malaysia) and Second International Conference on
Improving Use of Medicines (ICIUM 2004) in Chiang Mai (Thailand). He is also recipient of APSN Fellowship and
ISN Fellowship for 6th Biennial Meeting of the Asia Pacific Society for Neurochemistry, 2004, Hong Kong and
20th Biennial Meeting of the ISN-European Society for Neurochemistry (ESN), Austria, 2005 and First Special
Neurochemistry Conference, International Society for Neurochemistry (ISN), France, 2004, respectively. He
also got International Postgraduate Research Scholarship (IPRS) to pursue PhD from University of Western
Sydney, Australia (2010-2012). He visited USA (thrice), Holland,

. ; Germany, UAE, Malaysia, Iran, Kenya, Hong
Kong, Thailand, France, Norway, Sweden, Switzerland, Nepal, Paki

_ stan, Australia, Czech Republic and Austria
for academic purpose.

ABSTRACT

Importance of Pharmacovigilance in Traditio:
No medicine is safe whether it is of streamline m
medicine, no matter how common its clinical uses, has the potenti
_ , ential t arm. It i rse
reactions are a cost of modern medical therapy, but th 2 0 cause k . It is true that adve

Han indigenous drugs used in traditional system of

nal System of Medicine
edicine or belongs to traditional system of medicine. Any



comprehensive and critical overview of the current state of Pharmacovigilance activities for herbal .m-edmmes
at the national and global levels. The lecture will explore in depth the challenges that Pharmacovigilance of
herbal medicines presents, consider relevant emerging issues and what steps could and should be taken to
improve the safety monitoring for herbal medicines in the future.

V. Kalaiselvan

Principal Scientific Officer, IPC, Ghaziabad

Dr. Kalaiselvan, completed his B. Pharm and M. Pharm in Tamil Nadu Dr. M G R
Medical University, Chennai and Ph. D in DIPSAR, University of Delhi Played a crucial
role in establishing a Pharmacovigilance Programme of India (PvPI), at National
Coordination Centre (NCC)-Indian Pharmacopoeia commission. He is working with
different partners of Pharmacovigilance at national and international levels. He has
been instrumental in establishing systems and procedures, capacity building and
implementing the technical and operational activities of PvPI

He is serving as member/member secretary in various committees of PvPI, CDSCO,
Revised National TB Control Progam, and Universal Immunization Program to provide
inputs/recommendations to the Ministry of Health & Family Welfare, Government of
India on the policy level matters related to drug and vaccines safety, regulation etc.
He has published 60 research and review articles in national and international journals; contributed chapters in
3 books and also a patent on ‘synergistic herbal ophthalmic composition for the prevention of cataract’ for his
credit. His scientific contribution also reflected in bringing out Indian Pharmacopoeia 2010 & 2014 and National
Formulary of India 2011 He also received fellowship from AICTE and DST to pursue the research In his 18 years
of progressive experience in the academic and pharmaceutical research and currently, is being involved in
policy formulation, management, research & development and implementation of PvPI for better patients care.

ABSTRACT

Herbal medicines and Phytopharmaceuticals regulation, quality and safety standards in India: Current
perspectives and way forward

As per the recent amendment in Drugs & Cosmetics Act 1940, rules thereunder 1945, Phytopharmaceuticals are
considered to be a drug. Therefore, Indian Pharmacopoeia Commission (IPC) shall play a pivotal role in setting
the standards for herbal drugs and Phytopharmaceuticals in Indian Pharmacopoeia (IPC). The current edition
of IPi.e. 2018 prescribes standards for 165 herbal drugs/formulations/processed herbs. The IPC, through the
existing Pharmacovigilance Programme of India (PvPI) envisages the reporting of adverse events related to
herbal drugs to monitor their safety; several adverse events associated with the of herbal medicines have been
reported to [PC. Since quality and safety of herbal drugs are equally important, IPC is continuously striving
for the mission accomplishment; Phytopharmaceutical/herbal drug industries, healthcare professionals and
consumers must be educated to ensure the quality and safe use of herbal medicines.
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TATINS IN THE COUNTRY

STUDY ON VARIATION IN THE PRICES OF ?ﬁesh g Rathod', Pramil Tiwari®

Arunuday Paul’, Vinay Kumar Gautam., o
Department of pharmacy Pr esearch (NIPER),

. ion and R
National Institute of Pharmaceutical Education
5.A.S Nagar (Punjab).
. rate in all age groups wjt _
Risk of CVD and hypercholesterolemia is increasing at an nf:jl:r::? granded and generic stating a:‘dl'apld
epidemiological transitions in India. The availability of large numbe Oher

antihyperlipidemic combinations is the driver for this work.
ins and their combinat;
sgtatins Inationg Ove

N . R : cted
The objective of this study was to estimate the variation in price of sele

the last 15 years.
rent pharmaceutical companies, in the

Cost of oral antihyperlipidemic drugs manufactured by diffe . lties” 2
: or the

strength and dosage forms was obtained from "Current Index of Me'dlcal Spe:ﬂ(“ﬂ 2:510 t;blet;()e:; Sat2003, -y

2013 & 2018. The percentage variation among minimum and maximum cost (p Orvastagy,

simvastatin, lovastatin, rosuvastatin and combinations was calculated.

Percentage variation in cost for antihyperlipidemic drugs marketed in India was found to be as high as 14¢¢,,
for atorvastatin (10mg), 800% for lovastatin (20mg), 308% for rosuvastatin (40 mg).

Among the combination therapy, variation in cost was as high as 351% atorvastatin + fenofibrate (10/1g0 mg),
109% atorvastatin + ezetimibe (10/10 mg), 128% rosuvastatin + fenofibrate (10/160 mq).

These results reflect that the cost of statins have fluctuated widely in last 15 years in India. Such variatie,
in the cost of statins and combinations largely influence the expenditure towards the cost of treatment o

dyslipidaemia.

A RETROSPECTIVE STUDY OF PATTERN AND OUTCOME OF POISONING CASES ATTENDING
EMERGENCY MEDICINE DEPARTMENT OF A TERTIARY CARE TEACHING HOSPITAL IN
UTTARAKHAND

Kingshuk Lahon, Bipin Prakash Tamta, Sayantan Chakravarty
Department of Pharmacology, Veer Chandra Singh Garhwali Government Medical College (VCSGGIMSR),
Srinagar Garhwal, Uttarakhand-246174

Poisoning is a common medical emergency with social and legal implications all over the world. It consumes
valuable health service resources and causes considerable morbidity and mortality. The incidence, nature,
aetiology, age group affected and outcome of poisoning in our country is different from that of the westerr
world and there may be region-wise variation as well.

Management of patients with poisoning will greatly improve if the causes are properly defined and physician®
become sensitised to the common substances involved in Poisoning in this region. Therefore, we wanted ©
analyse the pattern of poisoning and treatment outcomes in patients attending the Emergency department of
our institution.

Our aims and objectives were to analyse the pattern of poisoning and treatment outcomes of patients diagnosed
with poisoning in our institute.

After IEC approval, we performed this retrospective observational study of clinical case records of Emerger!
and patient referral departments of patients with eéxposure to poison or drug/substance overdosé
VCSGGIMSR between January to December 2017, We recorded demographic and clinical data, analysed ther®

using descriptive statistics and any age/gender variations, using Chj Square/Fischer’s exact test (P<0-09 w
statistical significance at 5% Confidence interval). The analysis js ongoing analysis and we will present aftef

analysis of results.



COMBINED EFFECT OF METFORMIN AND FENUGREEK ON THE LIPID PROFILE OF THE TYPE 2
DIABETES MELLITUS PATIENTS
Dr. Manmeet Kaur
Kalpana Chawla Govt. Medical College, Karnal

Type 2 Diabetes Mellitus (DM) patients are characterized by Dylipidemia. Metformin has beneficial effect in
improving lipid me-ta-bohsm in Type 2 Diabetics. Fenugreek (Trigonella foenum graceum) is one of the oldest
herb used for medicinal purposes in India also possess the similar properties. The objective of the present

study was to evaluate the lipid lowering effect when metformin and fenugreek were given i :
i concomit
Type 2 DM patients. gt mitantly in

An open-labelled comparative study of 12 weeks duration was conducted on patients (randomly divided in 2
groups of 30 egch) of 'I‘ypg 2 DM. Group 1 was given metformin 500 mg twice a day while group 2 was given 500
mg of metformin along with fenugreek seed powder capsule,1 gm thrice a day. The patients were investigated

for li;_)id profile were done at the beginning of the study and at the end of the study. Student’s t-test (paired and
unpaired) was applied for statistical analysis

After 12 we.elss of treatment, there was significant improvement in the lipid profile in group 1 and group 2.
However this improvement was statistically more significant in group 2 when compared to group 1.

This study shows the beneficial hypolipedemic effects of fenugreek seeds on lipid profile in patients of Type 2
DM when used

CHANGES IN HEALTH RELATED QUALITY OF LIFE IN PATIENTS WITH CHRONIC HEPATITIS C
DURING THE CLINICAL COURSE OF DACLATASVIR/ VELPATASVIR THERAPY: A PROSPECTIVE
OBSERVATIONAL STUDY

Divyanshi Rastogi’, Megha Garg? Vibhor Aggarwal®, Dr. Amit Mishra*
Teerthanker Mahaveer University, Moradabad

Interferon-free direct-acting antiviral agent (DAA) therapy is preferred for the treatment of chronic hepatitis
C (CHC) patients as it exhibits a higher rate of sustained virologic response (SVR), along with reduction in
treatment related adverse drug reactions (ADR), which elevates the quality of life (QOL) of patients. The study
aims to evaluate the health-related quality of life (HRQOL) in patients with CHC, receiving daclatasvir or
velpatasvir (DCV/VEL) therapy, using Short Form-36 (SF-36) as a tool.

The study involves 50 CHC patients receiving DCV/VEL, who’s HRQOL was measured using SF-36. Laboratory
investigational data and SVR was recorded, and SF-36 was filled by the patient at baseline (prior to therapy),
week 12 (post initiation of therapy), end of treatment (EOT), and week 24 (post initiation of therapy). SVR12 and
HRQOL were analyzed at week 24. The association between laboratory data and HRQOL was also evaluated.

In regard to HRQOL, statistically significant changes were observed in physical functioning. general hgalth, and
emotional role functioning in the period between baseline to week 12 and week 24, respectwely: A cops:der'able
change was observed in laboratory parameters such as aminotranferases, platele? count, apd Fibrosis-4 (Fib-4)
index at each time point of study as compared to baseline. 47 out of 50 (94%) patients achieved SVR12.

It was found that HRQOL of patients with CHC improved significantly along with hepatic functions during the

clinical course of interferon-free DAA therapy (DCV/VEL).
Keywords: chronic hepatitis C, daclatasvir, velpatasvir, sustained virologic response, health-related quality of
life, short form-36.



ﬂ CHRONIC HEPATITIS ¢

TIENTS WITE - KPY: K PROSPECTIVE
CHANGES IN LIVER STIFFNESS AND STEATOSIS IV l;::wnﬂsvm

VIR/
E OF DACLATAS Y
DURING THE CLINICAL COURS OBSERVATION AL s:UD gy .+ Mishra®
y : toqi?, Vibhor gg d ad
BAGENGNE, Dwyaxallllsml\l;:;a\?leer University, Moradab .
L atitis C (CHC) patients recejy;

. io chronic hep i .
d steatosis 18 C © Non-invasive techniques sycy
s gtill unclear. a8

d to evalyat
ameter (CAP) are use e the
I::I‘I(;H(; patients receiving DAA therapy.

The mechanism behind reduction of liver fibrosis an ;
interferon-free direct acting antiviral agent (DAA) theré:pzuaﬁ on
transient elastography (TE) and TE-based comroll'ed atte tiyily,
chronological changes in liver stiffness and steatosis, respe

) ir (DCV/VEL) in whom liver stiffnesg 3
The study involves 50 CHC patients receiving daclatasvir or velf)atamfeg%gaﬁonal Jata and SVR was recordeq
steatosis was measured using TE and CAP, respectively. Labora orYend of treatment (EOT), and week 24 (poy
at baseline (prior to therapy), week 12 (post initiation of therapy),
initiation of therapy). Analysis was performed at week 24. A
4 were 8.4, 5.8, 5.5, and 5.4 kPa, respectively
line and week12 liver stiffness values (P<0.05)
aseline and SVR12 was 251 and 227 dB/p,

Median liver stiffness at baseline, week12, EOT, and week?
statistically significant change was observed between base
17 patients with fatty liver exhibited CAP> 238dB/m, and CAP at b rameters such as aminotranferageg
respectively. Overall, a considerable change was observed in laboratory p ared to baseline. 27 ont of 50
platelet count, and Fibrosis-4 (Fib-4) index at each time point of study as °°’.mpt SYRIZ iy patients Tacei
(94%) patients achieved SVR12. Liver stiffness value was indicative of atipeine d reduction in steatrxxismmj
DAA therapy, although they achieved SVR. Similar cohort with fatty liver exhibited re -

Keywords: chronic hepatitis C, daclatasvir, velpatasvir, liver stiffness, sustained virologic response, transien

elastography.

SAFETY AND TOLERABILITY OF FIXED DOSE COMBINATIONS OF SELECTIVE A -BLOCKERS WITE
DUTASTERIDE AND ITS EFFECT ON QUALITY OF LIFE IN PATIENTS OF LOWER URINARY TRACT
SYMPTOMS (LUTS) WITH BENIGN PROSTATIC HYPERPLASIA (BPH)

Madan N*, Gupta MC**, Kamal H***
Urology, PGIMS, Rohtak

The fixed dose combinations (FDCs) of a-1 adrenergic antagonists and Sa-reductase inhibitors are currenty
the mainstay of medical management of LUTS with BPH but have potential for causing adverse drug reactions

(ADRs). The present study compared the safety and tolerability of FDC’s of tamsulosin, alfuzosin and silodosit
with dutasteride and their effect on quality of life (QoL). ’

Ninety six male patients diagnosed with LUTS and BPH were randomized to receive FDC'’s of dutasteride witt

: . : stlo up 3) over a period of 16 weeks. Safety assessmen
was camgd out by doing an active ADR monitoring as and when these happened d _e t.he cot‘yus sty
and specifically at 4, 8, 12 and 16 weeks post-treatment. Severity of ADRs was alumlg by Divison of AIDS
scale and causality by WHO-UMC Scale. Qol, was assesse ing i SySluAled by Divia

question 8th, BPH impact index and modified PPSM questionnaire

60.13% and 61.82% ingroup 1, 2 and 3 respectively. Majori
wanted to continue with their medication.
All FDCs though have potential to cause ADRs yet

. relatiye .
improvement in QoL and either can be used as per ly safe with

Physician Preference.



ANALYSIS OF VARIATION IN PRICES OF ANTIHYPERTENSIVE DRUGS IN NLEM 2015

Varukolu Suresh!, Prity Rani'and Pramil Tiwari?
Department of Pharmacy Practice, National Institute of Pharmaceutical Education and Research (NIPER),
S.A.S. Nagar, (Punjab)

;-lypertens_ion is a major risk factor for cardiovascular diseases. National List of Essential Medicines, 2015
includes nine antihypertensive drugs.

The objective of the study was to analyse variation in prices of antihypertensive drugs included in NLEM 2015
over the last tEI:l years. The prices of nine antihypertensive drugs included in NLEM 2015 in 2008, 2015 and 2018
years was obtained from CIMS, MIMS, Drug Monitor, IDR and by using other current online sources. Cost ratio
and percentage cost variation was calculated for three different years 2008, 2015 and 2018.

Nine drugs in this study had 18 formulations.The cost ratio was more than 2 for ten, eleven and nine number of

formulations in the years 2008, 2015 and 2018, respectively. Range of cost ratio varied 1.19-11.29, 1.06-11.41

and 1.10-8.83 m years 2008, 2015 and 2018, respectively. The prices of tablets of Amlodipine 10mg, Atenolol
50mg and Telmisartan 20mg had increased from 2008 to 2018.

The prices of other 15 formulations had shown a decrease over the same time period. The price of Amlodipine

5mg tablet. decreased by 3.99 folds. However, the prices of 5 formulations decreased by half and the remaining
9 formulations showed insignificant decrease.

This study has concluded that the prices of a large number of antihypertensive agents listed in NLEM 2015 have
decreased over th_e last ten years. In view of the fact that antihypertensive agents are used over a long-term,
the decrease in prices shall ease the out-of-pocket expenditure for many patients.

DESIGN, SYNTHESES, MOLECULAR DOCKING AND BIOLOGICAL EVALUATION OF
1,2,4-OXADIAZOLE DERIVATIVES OF 2-(3-BENZOYLPHENYL) PROPANOIC ACID IN SEARCH OF
SAFER NON-STEROIDAL ANTI- INFLAMMATORY AGENTS

Gita Chawla, Chanda Ranjan, Anees A. Siddiqui, Subham Das
Department of Pharmaceutical Chemistry, School of Pharmaceutical Education & Research
Jamia Hamdard, Hamdard Nagar, New Delhi-110062
subhamdas4646@gmail.com

Enhancing the gastrointestinal safety profile of Non-Steroidal Anti- Inflammatory Drugs (NSAIDs) is a critical
goal. So, approach to improve NSAIDs with minimal Gastrointestinal (GI) toxicity by targeting the COX-
2 with selective inhibitor. In this study we selected 2-(3-benzoylphenyl)-propionic acid as a lead NSAID for
development into safer agents. 1, 2, 4-Oxadiazole moiety was employed to mask the free acid group pf the
2-(3-benzoylphenyl)-propionic acid to get six different derivatives hypothesized to have minimal Gl irritation. In
Vivo anti-inflammatory and analgesic activities of these six synthesized derivatives were tested and compared

to equivalent dose of the parent drug.
Three compounds indicated superior anti-inflammatory activity (76.29%, 80.45% &79.06% inhibition)

compared to the parent drug (72.71% inhibition), in a carrageenan induced paw edema model (peak at 4h).
One compound, 3d also showed moderate analgesic activity (51.14%), in comparison to 2-(3-benzoylphenyl)-

propionic acid (63.97%) in an acetic acid
induced writhing model. Their unique selectivity toward the COX-2 enzyme was investigated using molecular

modelling techniques.

d which showed highest anti-inflammatory and analgesic activities with much reduced
NSAID, are highly encouraging and may serve as new COX-2

Results of compound 3 t
ulcerogenic potential compared to the paren
selective lead and merits further investigation.



THE TREATMENT OF TYPE )
GLIPTIN IN
COST EFFECTIVE ANALYSIS OF LINAGLIPTIN VS TENE -
DIABETES MELLITU .
Manik Ghhalira', Bourabh KoseY , hichammad R:\Shlma’CY Moga,Punjab India
Department of Phan‘nacy Practice, 1.SF. College of Pma;cy A Afeherhanagi University' Be
Department of Pharmacy Practice, Adichungiri College of Phar :
Nagara, Karnatka, India
Department of Pharmacy, Rady Faculty of Health Sciences,

: in, carbohydrate and fat metahq;
Diabetes is and metabolic disorder characterized by disturbance in E;;:;lgg c £ tyype e m:l]l?
Burden of diabetes increasing day by day, 62 million people are d of assessment of drug therapy lmed;u8
consisting of more than 7.1 percent of adult population. There 18 n;tiat or
treatment of type 2 diabetes mellitus to get optimum cost and benefit.

University of Manitoba, Canada

e the cost effect;
A prospective observational study was conducted for perio_d OF 9 monthst_:eonf(:;i‘f;fosed with Wpecgvm s
Linagliptin and Tenegliptin, DPP IV inhibitors. Inclusion criteria was S lp tients were followed for g} "
mellitus, who were newly prescribed with Linagliptin and Teneglpitin. Fa ey treatmemgf chted
hemoglobin (HbA1C) levels from baseline to 3rd month and 6th month. Cost p statistics. For both theor oy
month was calculated. Demographics were presented in the form of descriptive - d-TUg:
ICER (Incremental Cost effective Ratio) was calculated.

One twenty patients participated in the study. Male patients (61) were more as compared to femal.e (59). Meag
age of patients was found to be 58.3 year. Most of the patients were from rural area. Megn reducngn of HbA].
for Tenegliptin was found to be 2.07 and for Linagliptin it was found to be 3.69 Mgan difference in reductiop
of Hblc was found to be 1.62. Linagliptin proved to be more effective in reducing HbAlc as compared i,
Tenegliptin. ICER was calculated Linagliptin was found to be more effective with P value of < 0.001.

Linagliptin was found to be more cost effective as compared to Tenegliptin. Economic burden for treating
diabetes is rising day by day. There are no as such reimbursement policies for health care expen

diture so
there is need of conducting such pharmacoeconomics analysis so that we can reduce the cost of treatment ang
provide maximum therapeutic outcomes to the patients.

Keywords: DPP4 inhibitors, Cost Effective Analysis, Tenegliptin, Linagliptin, Diabetes Mellitus

EVALUATION OF EFFECT OF METOPROLOL ON CARD

IAC BIOMARKERS IN PATIENTS HAVING
HEART FAILURE WITH PRESERVED

EJECTION FRACTION
Niti Mittal, Nusrat Shafiq, S Reddy, Samir Malhotra, Savita Kumari
Pgims, Rohtak, Haryana

pro-B-type natriuretic peptide and serum carboxy-termina) pro
Twenty patients were enrolled in each of the treatment

observed for mean change in NT-proBNP levels between twarm& No sta
PICP decreased at 12 weeks from baseline indicating revers

be deemed important in the absence of statistica] significanc

tistically significant difference W&
© groups. In the metoprolol group, the levels®

al of myocardia] fibrosis, but the changes £t
€(113.32 + 24.95:p = 0.43).



COMPARISON OF DRUG COST IN CONVENTIONAL AND NON-CONVENTIONAL TREATMENT OF
GT-3 HEPATITIS C IN INDIA

Shahul Shabran K!, Deepika Pathak!, Molby CM' and Pramil Tiwari?
Department of Pharmacy Practice National Institute of Pharmaceutical Education and Research, Mohali

Hepatitis C virus (HCV) infection is a blood borne and transfusion-transmitted infection. In India, around 12-18
million people are reported to be infected with HCV and is a major cause of healthcare burden in India.

Among six uru'qug genotype of hepatitis C, genotype 3 is predominant in Indian patients. Conventional
treatment of hepatitis C includes Interferon and Ribavirin whereas newer non-conventional treatment uses the
directly acting antiviral agents (DAAAS).

To estimate and compare the drug cost in conventional and non-conventional treatment of GT-3 Hepatitis C in
India.

The drug cost of conventional therapy in 2014 was compared with drug cost of non-conventional therapy in
2018. The prices of DAAASs available in India (2018) were obtained from online CIMS. If it was not available with
this, the costs were obtained from the retailers. The prices of Interferon and Ribavirin was obtained from CIMS

hard copy, 2014. Drug cost were calculated based upon the standard treatment guidelines for Hepatitis C from
“Indian National Association for Study of the Liver (INASL)”.

The drug cost of conventional therapy of Ribavirin + Interferon a2a, for a six month period, in 2014 was found to
range between Rs.2.65-3.43lakhs; whereas, it was Rs.2.69-5.55lakhs with Ribavirin + Interferon a2b.

The drug cost of non-conventional therapy with Sofosbuvir + Daclatasvir in 2018 was in the range of Rs.0.57-0.85
lakhs. The ratio of drug costs of the conventional therapy to the non-conventional (at the minimum) was 4.61.
Likewise, at the higher end, this ratio ranged from 4.03- 6.5. The non-conventional therapy is less expensive
compared to conventional therapy for the treatment of hepatitis C in India. The correlation with effectiveness of
the non-conventional treatment in Indian patients shall be interesting to examine.

ANALYSIS OF COLLECTED ADRs IN A SOUTHERN TEACHING MEDICAL INSTITUTION: &
PROSPECTIVE OBSERVATIONAL STUDY OF ADR MONITORING UNDER PvPI
'Madhavrao C, 2Mythili Bai K, 3Sharath Babu K, ‘Prathab Asir A, *Navaneeth A, $Anandhalakshmi A
'Dept. of Pharmacology & ?Dept. of Physiology, AIMSR, Kerala, $456Dept. of Pharmacology, SMIMS, Tamil

Nadu

Adverse Drug Reaction [ADR] is defined as “reaction which is noxious and unintended and which occurs
at dosages normally used in man for prophylaxis, diagnosis or therapy of disease or for the modification of
physiological function”. India is a country where many generic drugs are available in the market and presently
the data regarding the ADRs in India is in infancy stage. It has been _repprted that }.06 lakhs of people dies per
year because of ADRs in USA according to 1998 report. ADR monitoring is crucial in current era of medical
practice as there is introduction of more and more toxic drugs in the market especially in the last 20 to 30 years.

After obtaining the approval of research proposal from the IRB, thele §tudy was conducted in strict compliance
with the ICMR bioethics guidelines related to the human study participants. The ADRs were collec?ted from the
different departments of the tertiary care hospital and were recorded in sfandard ADR fom_t designed by me
CDSCO. The recorded data on CDSCO ADR forms was subjected for causality assessment using WHO, Naranjo
Algorithm, Schumock & Thornton and Modified Hartwig and Siegel scales and data was expressed in frequency

and percentage.

) k i i found

i ire study period, ninety one ADRs were collected. When subjected for assessment it was .
glau?nv%l?g ::at;:es;ow;f maximum number of ADRs were possible 65 [71.43%] followed by probable/likely
i '18 68%], unlikely 5 [5.49%], unclassifiable as 3 [3.3%] and conditional/unclassified 1 [1.1%]. It was
obsizrv.ed 1:1 i\Iaranjo algorithm scale that ADRs were possible in 78 [85.71%)] of cases, followed by probable 9




o rovealed 69 [15:827] of ADRs were
e

, L
[9.89%) and definite 4 [4.4%]. Modified Hartwig and 5i€gel 852 ', schumock gs'f'hg;f:?; Breventay,
nature, followed by moderate 19 [20.88%] and severe 3 [3:3%] ntable, followed by 28 [21.41%] as P’°bah1y
scale detected 53 [58.24%) of all ADRs were definitely PTeve

Preventable and rest as not preventable in nature. oup] was responsible for highest p,

, _ .
This study confirmed that, antimicrobial class of drugs [beta laciNmSg;ere the least likely causes for OCCurrey,
ADRs followed by drugs acting on skin, respiratory system 8%y "up,p, was possible in both the Wiig ,
of ADRs. ADR assessment scale revealed maximum number_o 4 definitely prev W —— Schum%kd
Naranjo scales with mild in nature on Modified Hartwig and Siegel; an &

Thornton ADR preventability scales.

. AN UNTOUCHED AREA
ACETAZOLAMIDE INDUCED HORMONAL IMBALANCE

M Rani! , Susant K. Bhuyan’ e it e T
'Department of Pharmacology, PGIMS, Rohtak, “Institute of Neurosciences, ty

) : ic. anticonvulsant, in o
Diamox: acetazolamide; an inhibitor of carbonic anhydrase, used as diuretic, ¥

practice, also in acute mountain sickness and idiopathic intracranial hYPertenmc,’:l' I . ha;z:gzgéd: ggecg ke
paresthesia and GIT disturbances, occasionally transient myopia, photosensi fW'm;,l it C1aosis ang
rarely can cause hormonal imbalance also. We report a rare case of 32 year °1d. - ee ¥ ths fprti:entedwnh
changes in menstruation, acne, weight gain. She was on diamox 250 1'_“9 QD sm?e o 1 o (reatment o
idiopathic intracranial hypertension. She was referred to gynaecologist pY e wi—" il
tests and USG, with elevated testosterone levels ( 82.54 ng/ml) and PCOD like changes in ovaries (well defineq
cystic lesion in left ovary, few follicles in right ovary), a diagnosis of hormonal m\baj!ance was mde. She had
completely regular menstrual cycle with a 4 year old child before start of acetazolamide. After ruling out other
causes of hormonal imbalance, acetazolamide was identified as culprit. She was put on dose tapering ang
after 3 months diamox was stopped completely. She is on low dose OCPs and her menstrual cycle is normal
now. Carbonic anhydrase is widely present in reproductive system and its inhibition may affect reproductive
physiology. Our case is rare and untouched area of concern due to chronic use of acetazolamide.

Keywords: Idiopathic Intracranial Hypertension, Acetazolamide, Hormonal Imbalance.

FLUCONAZOLE INDUCED SJS-TEN OVERLAP IN 37 YEARS HIV MALE: X CASE REPORT IN GGH
KAKINADA,ANDHRA PRADESH

Dr.Grandhi Ramya Kanthi , Dr.Usha Kiran P, Dr. K.V.Siva Prasad, Dr.V.Niveditha Devi
Department of Pharmacology, Rangaraya Medical College, Kakinada

Fluconazole is an antifungal agent used for treatment of onychomycosis, vaginal candidiasis, oral candidiasis
To report a case of SJS-TEN overlap induced by fluconazole in H[V infected person.

This is a case report of 37 years HIV male came to dermatolo
over body and oral lesions with erythematous base present o
prescribed Tab. fluconazole for complaint of oral thrush by
syndrome after 5 days of medication and came to opd on 6th 4
on treatment with injection decadron, moxifloxacin eye drop
positive one month back and not on HAART. Causality assess

gy opd with complaints of erythematous rashal
ver lips and oral mucosa. One week back he was
local physician. He developed SJS-TEN overl®
ay. Dechallenge was done on 7th day and he W&
S, candid mouth paint. He was diagnosed as
ment was done using WHO scale.

The erythematous rash due to fluconazole was considered as a pr. i i A
Rechallenge was not done. ADR is reported to ADR moni‘Ofingpc:zzlzn?:ﬁtﬁf a: t'mn S@§lded ;:e;a‘:;‘ e
showed positive response after dechallenge. Fluconazole can be contributor to thi VADE. ngﬂo‘fv.' shoul?
monitor HIV patients on fluconazole therapy. B oy o

Keywords: SJS- Steven Johnson syndrome, TEN- toxic epiderma] necrol

treatment.

ysis, HAART- highly active anti.reﬂ""'iral




A PHARMACOECONOMIC STUDY OF EPILEPSY TREATMENT AT A GOVERNMENT TERTIARY CARE
TEACHING HOSPITAL

X Jyothsna C §'*, Nagarajaiah B H?, Prakash G M*
Department of Pharmacology, MIMS, Mandya, Karnataka, India, 871401. -
’Depaprpent of Pharmacology, MIMS, Mandya, Karnataka, India - 571401.

*Department of Medicine, MIMS, Mandya, Karnataka, India — 871401, jyothsnaseetharam@gmail.com

EpﬂePg is the segond most common neurological condition worldwide which causes increases in health care
costs. efcm;i'en y §Vaﬂa1?le data regarding cost of treatment of epilepsy is sparse and most of the financial
burden of epilepsy is carried by developing countries. The study assessed economic outcome of epilepsy
treatment using the principles of Pharmacoeconomics.

To assess the d.u"ect and indirect costs of epilepsy treatment among inpatients diagnosed with epilepsy at a
govemment. tertl'ary care hospital. A prospective observational study was done over a period of 12 months
among 165 inpatients over the age of 18 years admitted to the Department of Medicine, MIMS, Mandya. After
obtaupng informed consent from the patients, sociodemographic data, clinical data about epilepsy and data on
costs incurred towards treatment were collected and expenditure was measured as direct and indirect costs.

The total annual cqst Qf epilepsy treatment per patient is INR 4957.41. The total direct cost per patient is INR
3973.00 ar:,d total indirect cost per patient is INR 984.36. The direct and indirect costs represent 80.14 %
anc.i 19.8§ /o.Of the total cost of epilepsy treatment respectively. Cost of drugs accounts for 27.22 % and cost
of m\r'esnggtlons '11.0_5 % of the total direct costs. The economic burden due to epilepsy is not adequately
examed in dgvelopmg countries. Since cost estimates are very important in health care planning and delivery
of s.emceg, this study has estimated the direct and some of the indirect costs of epilepsy treatment among
patients diagnosed with epilepsy on treatment.

Keywords: Direct Cost, Indirect Cost, Epilepsy.

PREVALENCE OF METABOLIC SYNDROME IN ADULT PATIENTS OF GENERALISED TONIC CLONIC
EPILEPSY STABILIZED ON ANTICONVULSANT DRUGS: A COMPARATIVE STUDY

Gupta H, Verma S, Dabla 5*, Gupta MC
Department of Pharmacology and Neurology*, Pt. B D Sharma PGIMS, UHS, Rohtak, Haryana, India

Anticonvulsant drugs used for epilepsy treatment have many adverse effects including metabolic syndrome
(MetS). The present study was undertaken to compare the effect of first generation vs second generation

anticonvulsants drugs on MetS in adult patients of generalized tonic clonic epilepsy(GTCS).

An observational cross sectional study was conducted on 160 adult patients of GTCS who were stabilized on
anticonvulsants for at least 3 months. First generation AEDs prescribed were valproate(VPA), phenytoin(PHT)
and carbamazepine(CBZ) and second generation AEDs were levetiracetam(LEV), lamotrigine(LTG) and
oxcarbazepine(OXC). The Adult Treatment Panel IlI(National Institutes of Health, 2004) criteria for MetS
modified for Asian Indian population was used for the measurement of MetS. MetS is defined as presence
of any three out of the five parameters (central obesity, hypertension, triglycerides, HDL and fasting blood
glucose(FBG)). Data was expressed as number and percentages. Chi-square(x2) test was used to analyse

differences between the values of MetS along with its parameters.

ignificantly more prevalence of MetS in comparison to second generation
0.02). MetS was found to be significantly more with VPA as compared
analysis of individual parameters, 2nd generation anticonvulsants
fared clinically better as compared to 1st generation anticonvulsants. 2nd generation anticonvulsants like
Levetiracetam, oxcarbazepine, lamotrigine cause lesser derangement of metabolic parameters and MetS.
Since long term treatment has to be given, so preference maybe given to 2nd generation anticonvulsants in

patients prone to develop MetS.

First generation anticonvulsants hads
anticonvulsants (35.7% vs 13.8%, p=
to LEV (36.7% vs 12.9%, p=0.03). On



TIVE PATIENTS AT TERTIARY C
ANTIMICROBIAL UTILIZATION PATTERN IN POST-OPERA P ARp
HOSPITAL

Vikas', Mittal R, Gupta MC***, Marwah S
Pgims, Rohtak, Haryana

¢t osts. A useful gtr
Antibiotics are prescribed most frequently and accounted for majority Oft}iriga;s for making am:!idm for
achieving cost efficient healthcare is drug utilisation research as it form; bt vl e it ‘;’:}h
in drug policies and helps in rational drug use. The objective qf thg stthak Obig
utilization pattern in post-operative patients at tertiary care hospital in Rohtak.

i ients admitted in surge
This was a prospective analysis of the case records of 150 post-operative p at;elllls ed to assess dmgg ur.y. Wa.zq
WHO Anatomical Therapeutic Chemical/Defined Daily Dose metthOlOgY we tilisatigy,
data and drug Prescriptions were analysed by WHO core drug indicators.

The total number of DDDs consumed were maximum for ceftriaxone sulbactam (288), an;omﬂ:ﬂ:m cla

acid (161). The comparison of number of PDDs and DDDs of various antibacterials shoyve that for p-13 ‘
the average PDD was similar to or higher than that of WHO DDD Index. The reason of higher PDD of B-lactap,
might be its broad-spectrum use, easy availability and affordability. me for aminoglycosides, Ppp Wag
lower than DDD, which might be due to safety profiles of aminoglycosides. Overa_ll, correspondence wy,
observed between PDD ang DDD for most antibiotics reflecting adherence to internatlona% recommendatiopg
Overprescribing of antibiotics leads to resistance & to overcome such scenarios, hospital should deve
reécommendations & policies for use of antibiotics depending on prevailing resistance patterns and costs.

IMMUNOSUPPRESSANTS INDUCED DYSLIPIDEMIA IN RENAL TRANSPLANT RECIPIENTS- )-§
RETROSPECTIVE OBSERVATIONAL STUDY

Jerlin M, S. Sarumathy*, P. Samuel Gideon George
Srm College of Pharmacy, Chennai

Patients we ients -
61.27% of patients were treated with cyclosporine, 33.80% of pati - n::::?;:ﬂ_?i ?I‘% fehxp;l; ﬁ:ﬁ:r;ed
by Sirolimus (5.63%), Azathioprine (1.41%) and Rituximab (4.23%). The se i) iiscro : 'und ke
high in cyclosporine treated Patients compared to other immuneg s sy

u o : ce
was observed only in the levels of total cholesterol, LD, and trig] ;)c i‘;?;:l:(séiioog:;r)er significant differen

D _



EFFICACY AND SAFETY PROFILE OF DENOSUMAB AS NEOADJUVANT THERAPY IN ADVANCED
OSTEOCLASTOMA

Mohapatra Sourya, SwainT.R, Mohanty.A
Scb Medical College And Hospital, Cuttuck
GCT (Osteoclastoma) is a primary,osteolytic,aggressive, RANK -L +ve tumor of long bones. Denosumab, is a
fully humanized monoclonal antibody and a RANK-L inhibitor that is approved by FDA as an adjunct for adults
and skeletally mature adolescents with advanced

: ) : unresectable GCTB. To evaluate efficacy of Denosumab in
GCT in Indian patients .2. To access the safety profile of Denosumab.

A prospective, 0bs_ervatiqna1 s_tudy of 8mn duration was carried out in the Dept .of Orthopedics, S.C.B.M.C.H,
Cuttack. 8 nq.of patients with biopsy proven and having radiological features of GCTB affecting long bones were
enrolled . Inj Denosumab 120 mg given s.c every 4 wks till 2dwks.VAS and MSTS score were done to evaluate
efficacy. Adverse events noted at the end of every

: : month. Demographic profile, clinical data ,histological and
radiological tests done and recorded in proper format.

3 Men and S5 women were enrolled for the above study. Mean age of presentation was 34.8 yrs.30% tumor
was in femm,TS% tumor was of Campannacigrade3.After 24wks efficacy was evaluated. There was 61%
decrease in VAS score and 52%increase in MSTS score. There was 90% decrease in giant cells histologically.
Majority of the patients (75%) complained extremity pain, backache and myalgia and only 1 patient reported
mild hypocalcaemia. Denosumab proves to be highly efficacious in patients having GCT of long bones with
acceptable toxic profile.

Keywords: GCT, DENOSUMAB, ADR

IN SILICO PREDICTION OF POTENTIAL SIDE EFFECTS

Harshit Chanana,
harshitchanana817@gmail.com
Department of Pharmaceutical Chemistry, SPER, Jamia Hamdard University, Hamdard Nagar, New
Delhi-110062

Insilico is an expression which means “performed on computer or via computer simulation.” In silico prediction
of drug side-effects in early stage of drug development is becoming more popular now days, which not only
reduces the time for drug design but also reduces the drug development costs. In silico tools include data such
as protein-protein interactions, pathways of drugs, drug chemical profiles, signalling pathways, drug action
pathways and metabolism information.

Till date various ADE(Adverse Drug Event)-associated databases have been constmcted_: Kuhn et a.l develope‘d
a computer-readable side effect resource (SIDER) that connects 888 d.rugs to 1450‘ side effect items. Davis
et al. developed the comparative toxico-genomics database (CTD) which is a pub‘hc resource of expan@ed
chemical gene disease associations data. Tatonetti et al. preselnted a comprehensive database of drug side
effects (OFFSIDES) and a database of drug-drug interaction side effe.cts (TWOSIDES). A qatabase (namely
MetaADEDB), which included more than 520,000 drug-ADE associations among 3089 unique compounds
(including 1330 drugs) and 13,200 ADE items by data integratn?n apd text mnung. Pha.rmacophore based
virtual screening plays a very major role in prediction of potential side effects. Thl.s approach includes the
prediction of potential side-effect profiles of drug candidate mqlec_u]es based on their SP chemical structures
and structural-activity relationship. Evaluation of side effect proﬁ'le is done by nearest nexghboqr (NN), su;ap_ort
vector machine (SVM), ordinary canonical correlation .analyms(OCCA). and sparse ganomcal corre apo;
analysis(SCCA). By gathering the information from various databases an'd by analysm_g the 3D che.rmc
structures of potent compounds in their initial stages of development, the side effect profile of that particular
compound can be studied.

Keywords: In Silico, Adverse Drug Event, Database, Drug Design, Chemical Structure
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i i research Practj
y 1 in enod to 1mpart the gOOd ;

in future. This study was aimed to assess the awareness of researc
a southern teaching tertiary care centre and hospital. o

h Committee [IRC] and Institutional K
about the study in detail and written COnsen
This study was a CTO8S-sectiop,

The study proposal was approval by the Institutional Researc
Ethics Committee [IHEC]. The study participants were inforrr.led e
was obtained from the participants before enrolling them .mto the s ut }Yérn et 1eEiey. URES Contrn -
questionnaire based survey conducted on postgraduate trainees of sc?u the MS office excel sheet ang "y
hospital over a period of one year. The obtained data was entered into riod
confidentiality of the study participants was maintained throughout the study p ’

The study participants had good knowledge on medical research wth a::on’ec’;1 reszc;?slee sra;:e v::sn;?:j than
87% to the questions comprising on various sections of the biomed.lcal. researc pl’ldi ;31 e.s. carch b Seeq
that, more than 90% of study participants willing to undergo training in the biomedical r isfa update
their knowledge periodically. The practices towards the research were ‘a.lso fc?und to be satis ctol_'y among
postgraduate trainees of southern dental tertiary care centre and hospital, W_lth more than two-thfrd Of.ﬂm
study participants were involved in some kind of basic research with presentation of research wor]f in vanom
conferences either in the form of poster or oral. This study revealed, there was a good knowle'dge with positive
attitude and fair practices towards the medical research principles among postgraduate trainees of southem

dental tertiary care centre and hospital.

PROTECTIVE ROLE OF ANTIOXIDANTS, CALCIUM AND EXERCISES IN POSTMENOPAUSAL WOMEN

Mittal R*, Kaur S**, Kaur S*** Mitta] N*

*Department of Pharmacology, Institute of Medical Sciences, R
**Department of Obstetrics & Gyneacology M M Medical College
***Department of Pathology BPS Medical College Khanpur,

ohtak, Haryana,
Kumarhatti- Solan HP
Sonipat Haryana

metabolism thus resulting in weight loss and alteration of the

the role of antioxidants, calcium and exercises in menopausal women

Adequate supplementation of antioxidants, calcium

: : along with exerc;
menopausal symptoms and improvement in bone h,

. o of
S€s Improves lipid profile, alleviation®
or adverse effects.
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COMPARISON OF EFFICACY AND SAFETY PROFILE BETWEEN PEGFILGRASTIM AND
FILGRASTIM IN BREAST CANCER PATIENTS

Anima Rout !, DAS. P!, PARIDA. P*, MOHANTY. §'

harmacology S.C.BMCH, . Dept. of Medical Oncology AHRCC

Granuloccewugfa?la:g Stimulating Factor (G-CSF) is a glycoprotein ,helps in producing cells from bone marrow.
Pharma ©gs of naturally occurring G-CSF are used in chemotherapy induced neutropenia to prevent

infeCtit;l'f\ils anciseps:s. This st}xdy compares the efficacy and safety of single fixed dose of pedfilgrastim(pegylated
form of filgratim) versus daily administration of filgrastim in breast cancer patients

Patients (n=80) Wlth.conﬁrmed diagnosis of breast cancer receiving chemotherapy regimen(cyclophosphamide
+doxorubxcm+pachtaxgl)wer.e randomisedin 2 groups. One group received pegfilgrastim 6 mg subcutaneously
& the other group received filgrastim 300 mcg consecutively for 3 days on day 2 of chemotherapy cycle.The
primary end point was the occurrence of neutropenia ( neutrophil count <4000 and fever on same day or the

day after) .?h;iecondaw end points were duration of hospitalizations, intravenous (IV) antibiotics required for
neutropenia.Any adverse drug reaction(ADR) related to study drug were observed.

!. Dept. of P

40 patient were analysed in each group (197 cycles in group 1 & 176 cycles in group 2). Neutropenia developed

in 11.6% & 5.6%(p<0.0423) ,mean duration of hospital stay were 5-6 days & 3- 4 days, i.v antibiotic usage

was?% & 4% and requirement of blood Products were 25% & 29% in each group respectively. Bone pain was
the most common ADR found due to filgrastim.

Single dose of pegﬁ%grastim were significantly better than 3 doses of filgrastim for reducing Neutropenia rate
in breast cancer patients receiving chemotherapy.

Keywords- G-CSF(Pegfilgrastim, filgrastim),Breast cancer,Neutropenia

PHENYTOIN INDUCED STEVENS JOHNSON’S SYNDROME: A CASE REPORT
Alladi satyendrakumar!, Srinivas Velupula®, A Vasu Deva Rao!, Raju Devde.
! Kakatiya Medical College, Mahatma Gandhi Memorial Hospital, Warangal, Telangana

* ADR Monitoring Centre, Kakatiya Medical College, functioning under Pharmacovigilance program of India

Stevens-Johnson syndrome (S]S) is an uncommon, acute and potentially life-threatening adverse cutaneous
drug reaction. It is considered as a hypersensitivity reaction and can be triggered by drugs, infections and
malignancies. The drugs most often involved are Allopurinol, antibiotics including sulfonamides, cephalosporin’s,
anticonvulsants such as phenytoin, carbamazepine and NSAIDs. Phenytoin is the most commonly prescribed
antiepileptic drug in adults. An 50 years old female patient on regular treatment with antiepileptic’s (phenytoin)
since 40 days came to dermatology OPD complaining of Maculopapular rashes and.peeling of skm all over the
body since one day, ulcerationin oral cavity. She gave history ofhaving taken‘p.henytom 100 mg po bid for 40 §ays.
After taking the phenytoin, she had severe burning sensation over gxtrematxes, back, front of chest ‘assogxated
with itching and redness. Gradually blisters developed over extre::mties, a}bdomen and face, Ulcerations in qral
cavity since two days. There was a rise in body temperature assoma'lt.ed with severe h'eadache. On examination
bullous eruptions and detachment of epidermis on face and extremities, crusts over lips and erosion of mucous
membrane inside her mouth were seen, her lab reports revealed raised random blood sugar levels. All the on-
going treatment was stopped. She was treated with injection dexa;nethasone. pantoprazple .-tablet ‘-erythromycu;i
iz :tional supplements, hydrated with normal saline and external application fudllc cream, or

pRr e B R i - i aled elevated RBS and decreased hemoglobin levels were
candid paste, mucopain gel, Serum chemistry reve

observed. On causality assessment using WHO causality scale was probable.

Key words: Phenytoin, Hypersensitivity reactions, Stavens-Jclnson syndrome
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; itute of Science Educatigy
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'National Institute of Mental Health and Neurosciences, Beng ch, New Delhi, @ l.cop,

‘ , d Resear
Research, Mohali; *Delhi Institute of Pharmaceutical Sciences an

; tional magnetic reg,
izophrenia. Functi . o
Antipsychotic medications are the frontline treatment for sc:cuz;l;nges with antIPSYChon,c mec'hcanc,m
imaging (fMRI) informed large-scale resting state brain networ C-stic basis of antipsychotic action, but
not well studied. This not only enables us to identify the mechani

i dications. In this study, we aimed to exap,.
enables in identifying predictors of response to antiPSYCh‘_mc me nnectivity following antipsychotic treg,
short-term (6-weeks) changes in resting state brain funf:tlonall co ho were recently diagnosed accorg; .
in never treated schizophrenia patients. 15 schizophrenia Pahents “t;VIRI scans in a 3-tesla MRI scanner Befey
the Diagnostic Statistical Manual IV criteria underwent resting st.ate hotic medication. After quality checkg o
and 6-weeks after treatment with risperidone - an atypical antipsycic timing correction, spatial smog,
structural and functional MRIs the scans were subject to registration, slice Ibox was used to identify 15 reqs
and motion correction. The FMRIB software laboratory (FSL) MFLODIC tolo Zesi gn with 5000 permutati::t
state functional networks. Dual regression was applied in a Palfed_samP e]f' w-up and (b) follow-up > basej,
identify changes in functional connectivity for two contrasts (a) baseline > follow-up

to identify changes with risperidone.

In the first contrast, patients demonstrated significantly greater connectiwry‘ of the sensonm;:or, w:;laldaudnm
and executive control networks with regions in the posterior temporO-occ_lplta-? cortex on the right side. In.thg
second contrast, patients demonstrated greater connectivity of the bilateral inferior frontal a'md premotor C°1jllt_:e.'f
with the default mode network. Risperidone decreases hyper-connectivity of the pos.tenor te!:nporo.-occ;pm
regions which are usually associated with the florid delusions and hallucinations of s.clluzoph.rema and improves
connectivity of the default mode network, which is an important hub for social cogmnition and functioning.
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IMPACT OF UNIT BASED CLINICAL PHARMACISTS EC
MEDICATION ERRORS IN A MULTISP
Ankit Gaur

iab, ankitgaur9013061526@ i
Department of Pharmacy Practice, ISF College of Pharmacy, Moga, Punjab Al
com

ERVENTIONS IN PREVENTION OF
IALTY HOSPITAL

. - ists interventions in the prevenj,
The main of the study was to assess the impact of clinical pharmacists int mof
medication errors.

. ia. All In-pat;
This retrospective study was carried out in Jaypee Hospital, Noida, A1k Prai?h'tl)ﬁ;g}?ll\e; 1!:2;2?;18 v
were admitted in the hospital over the study duration were includefi in the s " Zéviewing their precy Bta
medication errors were intercepted by unit based clinical pharmacists throug nt, this data of the Cnphqn
and intervention were made and then reported to clinical pharmacology departme . 1M SE5E Y Past giy
months from January 2018 to June 2018 was obtained retrospectively and analyzed using ©Tsion 2,

A total 17559 Prescriptions were reviewed for medication errors in which 23361 medla;:auon :1‘1’0:5 Wers
intercepted. Among these Patients who experienced medications errors Giies wate andiae, o - 41% wery
females. The mean age of patients was found to be 50.29 years. The majority of med1cau9n €ITOTS Interceptey
were 70.68% prescription error, On assessment of severity based on NCCMERP lnde:s, it was found that Mog:
of the medication errors belonged to category B (62%). The unpaired t-test bem.reen six months data to assegg
the effectiveness of Pharmacists interventions was found to be statistically significant *P < 0.08.

In this study male gender, age group of 50-70 years, medication error category B, prescribing €rIor were found
to be more prevalent. There was a 21% decrease in incidence of medication errors which clearly indicates e
impact of unit-based clinical pharmacists interventions in minimizing medication errors.

STUDY OF PRESCRIPTION PATTERN AND SWITCHING OVER TECHNIQUES OF ANTIPSYCHOTICS
IN PSYCHOTIC PATIENTS IN A TERTIARY CARE HOSPITAL

Kaushik Chetna, Dehury S, Rath N
SCB Medical College and Hospital, Cuttuck

Psychiatric disorders are increasing with an incidence of 0.5 to § per 10,000 population. Atypical antipsychotics
have selective receptor action with better safety profile. Psychosisis a chronic disorder requiring prolonged
treatment, hence selection of drug should be emphasized on not only on efficacy but also on suitability , safety,
compliance and cost. There are scanty reports available regarding the Prescription patterns and the switching

over patterns of antipsychotic drugs. Therefore, this study was undertaken to analyse the prescription patter

and switching over techniques adopted in patients of Psychosis in our hospital.

This retrospective study was conducted in the department of pharmaco
college and hospital, Cuttack from July 2017 to Sept. 2017. P
using WHO core prescribing indicators and switching be
a) Titrated b) Immediate c) Gap d) Overlapping.

: logy and psychiatry in SCB medicd
rescription pattern was studied from the case sheet
tween the drugs was studied under four headings

Case sheets of 72 patients were studied.60 patients use
antipsychotics were used in 22 patients (30. 5%).The most
Olanzapine(51.3%),.followed by Risperidone(31.9%).Mos
overlapping.

d atypical antipsychotics (83.3%)while t?picaf
commonly prescribed atypical antipsychotic w:
t common switching over method observed ¥

for switching over technique was Overlapping.

Keywords: Atypical antipsychotics, switching over techniques, Prescribing patterns



VERVIEW O
ANO F REPURPOSING DRUGS - THE ECONOMIC NEED OF THE HEALTHCARE SECTOR

Dey Gargi ', R Jyothi **
_ Depanment of Pharmacology
e Pewgowda Institute of Medical Sciences, RGUHS Karnataka
ashankari second stage, Bangalore -560070, gargidey16@gmail.com

Drug repu-'rtptzslélg‘st;dxes whgthgr a drug designed for one disease is safe and effective for another disease.
The current study 1s done to signify its critical role, to identify the barriers and steps to promote it.

A litera(tjulrse ;g la;crl,lugalrj art‘icles on drug repurposing was carried out in the PubMed and ScienceDirect for the
years 2016- o Cah0n§ were selected if they were in English language and the articles were analysed
based on revelations of details regarding drug repurposing.

Repurposing reduces th.e cost and duration of clinical trials. Several barriers like economical (less funding by
phmaceutxcd comparues on rare diseases treatment), patency (difficulty securing already disclosed patency
for failed drug) , Legal and ethical(lack of seeking legal and ethical expertise opinions by clinicians) and
profit to researchersg new research brings more profits than reviving the old) have been identified. Steps
like infrastructure building , public awareness , collaborating government and private sectors for ideas and
funding can help overcome the hurdles.

Drug repujtposmg have huge promises to generate more, faster, affordable, accessible and effective treatments
for rare diseases and hence needs to be encouraged. Patients, researchers, government, pharmaceutical
companies need to come together to support and promote it.

A CROSS-SECTIONAL STUDY TO EVALUATE POTENTIAL DRUG-DRUG INTERACTIONS AMONG
PATIENTS WITH ISCHEMIC HEART DISEASE AT A TERTIARY CARE HOSPITAL

Apoorva' K Girish?.
IDepartment of Pharmacology, KIMS Bangalore, RGUHS, Karnataka ,India,
2Department of Pharmacology, KIMS Bangalore, RGUHS, Karnataka, India
apoorvaprabhu89@gmail.com

Effects of one drug changed by the presence of another drug, herbal medicine, food, drink or by some
environmental chemical agent.DDI accounts for 27%ADR.

In IHD, the number of associated comorbidities are observed to be more, leading to increase in the number of
drugs prescribed hence even the number of DDIs also increases.

Hence this study was undertaken to evaluate the potential drug-drug interactions of different classes of drugs

in patients with Ischemic heart disease
conducted between Feb 2018 - June 2018 among 250 Patients

i _secti rvational study -
This Cross-sectional obse dicine department of KIMS Hospital.Collected prescriptions were

diagnosed with IHD among patients of me
also analysed for DDIs using Lexicom software.
majority,results depicted in the form of graphs.DDIs were categorized

: nstituted the
Among 250 patients males co d with cardiologist for further management.

according to their risk and were discusse
Our study showed that Antiplatelets and Statins constituted the majority and DDI can be avoided by careful
study s

monitoring.



NEUROBEHAVIORz;,
REVERSAL OF INTRACEREBROVENTRICULAR STREPTOZOTOCIN m::;::mmnON BY ,
NEUROINPLAMMATION AND OXIDATIVE STRESS BIO S DISwE

IMER’
BISPHOSPHONATE IN MICE MODEL OF ALZHE

; ved Ali
Saima Zameer, Mohd Akhtar, Divya Vohora, gl ?1 cation and Research

tical E
Department of Pharmacology, School of Pharmaceu .com
Jamia Hamdard, New Delhi-110062, saimazameer@yahoo

. itive deficitand an

Alzheimer’s disease isa neurodegenerative disorder manifested by PfqgreISSIzz:g;téholmergic dYSfunmCl:t‘i]:;r
of complt:)x neuropathologies, including neurofibrillary tax.lgles,. neuritic p ac:n letely correct the Path°1°gicai
The existing therapeutic treatment confer only symptomatic relief but not.co ;f? jarmacologicsl nfervesy
basis of AD. Therefore, several hypothesis have been tested for defining points ol p treatment of bone disordom
in AD. A nitrogen containing bisphosphonate, alendronate, is recommenfiefc! an Icholinesterase e -
like osteoporosis. Earlier reports cited its beneficial role in brain via inhibiting ac:et‘jéch role of alends

and cholesterol synthesis which is involved in development of AD. So we hypothesized the - ndronate
in this disorder. Preliminary in silico modelling to investigate its affinity to beta and gamoa Sjlcr ;se F: ) "
Swiss albino mice (8 in each different groups) were administered with intracerebroventric a;' s 1ep 0zotocip
(3mg/kg) at 1st and 3rd day and alendronate (1.76mg/kg) and donepezil (5mg/kg) orally for 18 days, ay
mice were employed to different behavioral paradigms following biochemical assessment. Alendronate way
found to reverse the cognitive deficit induced by intracerebroventricular administration of streptozotociy
in mice as assessed by increased % alteration in spontaneous alteration behavior, prolonged step-through
latencies in passive avoidance, reduced escape latency, path length and increased % dwell time in Moryis
water maze test. Furthermore, the enhanced levels of amyloid beta, BACE-1, acetylcholinesterase enzyme as
well as pro-inflammatory cytokines and oxidative stress by streptozotocin were significantly attenuated by the
alendronate. In histopathological analysis, alendronate was found to reduce the AB deposition in brain tissye,

Taken together the observed results of the present study, alendronate may ameliorate streptozotocin induceq
dementia of AD type in mice. '

Keywords: Alendronate, dementia, streptozotocin, Alzheimer’s disease and molecular docking.

ROLE OF LETROZOLE IN THE TREATMENT OF UTERINE MYOMAS
Sarita Goyal, Sanjana Dawra, Nirmla Duhan, MC Gupta

Department of Pharmacology and * Obstetrics and Gynaecology, Pt. BDS PGIMS :
iy » Roht
124001, drsaritagoyal@rediffmail com ak (Haryana), India,

at 12 weeks. We also studied the adverse effect profile, "3 Was measured at baseline and then

The symptomatology score showed a significant improvement from foiss §
56.37 (p < 0.01) at 3 months. The mean myoma size reduced from 4':633_3:1?’; 1.6 268.34 + 36.99 to 113.86 ¢
at the end of 3 months. Nausea and hot flushes were th T o CMto3.82 + 1.83c¢m (p< 0.09)

P € main adver
improves the symptoms of myoma, significantly, but also jts size, with f:lgf;;‘;;s Q;Dserved. Letrozole not only
Slde effects,

Keywords: Uterine myomas, PBAC, Letrozole



CRITICAL APPRAISAL OF DRUG PROMOTIONAL LITERATURE USING WORLD HEALTH
ORGANISATION GUIDELINES

Sandhya Rani Gautam, Preeta K Chugh, C D Tripathi, Ravinder K Sah

Department of Pharmacology, ESIC Medical College and Hospital, Faridabad

phannaceutwa} marketing usix_1g drug promotional literatures is an important strategy adopted by the companies
to px.fomote their drugs. '?'he primary objective of the present study is to compare the drug promotional literature
of different p‘lrxannac?eutlca] companies on the basis of World Health Organization (WHO) guidelines on ethical
drug promotion. This observational, cross sectional study was conducted at a tertiary care hospital, Delhi. The

promotionz?l l_lterature was t?valuated in accordance with WHO guidelines, nature of claims, pictorial content
presented in it and for the cited references.

A total of 208 promotional brochures were analysed. Only few (5.8%) of the promotional literature fulfilled all
the criteria as mentlor.led by the guidelines. Nutritional supplements (27.9%) were the most promoted group
of drugs. P‘harmaceutlca.l companies were most reluctant to provide information regarding contraindications
(9.6%), adjuvants (11.5), side effects (10.6%) and drug interactions (9.6%). Generic name, brand name,
dosage form, therapeutic indications were outlined in most of the brochures. Exaggerated emotional claims
were made in 47.1% brochures, followed by that of efficacy in 39.4% and safety in 25% of brochures. Pictures

of medicinal products outnumbered others with 39.9% followed by pictures of women, children and doctors
with 20.7%, 17.3% and 13.5% respectively.

Majority of the drug promotional literature did not comply with the ethical guidelines and was inadequate in
terms of their adequacy, quality and reliability. Hence, it can be concluded that the majority of the promotional
advertisements that are given to the prescribers are not able to spread awareness towards rational prescribing.

COMBINATORIAL CHEMISTRY ON SOLID PHASE

Saleem Akbar*, Prof. (Dr.) Bahar Ahmed
Department of pharmaceutical chemistry, Jamia Hamdard, Hamdard Nagar, Delhi-110062
Saleemakbarali0786@gmail.com

Combinatorial chemistry involves synthesis of compounds in mass instead of single compounds & it saves time

and cost associated with drug discovery

Material & Methods:-Solid phase organic synthesis is a rapidly expanding area of synthet.ic chgnnistry thich

is being widely exploited in the research for new biologically active compound by con}bmatonal technique.
wbacks of existing materials, several new resins and new methods

iti me of the dra . —
ekt i, o loped. New methodologies have also been introduced to simplify

i i have been deve i .
et handting solid suppoxss 557 torial chemistry is especially common in CADD (Computer aided

i i orts. Combina e )
tdl;'ig rgfsg;t;oalgf ::1111 c:):ugsne online with web based software such as Molinspiration.In the past, chemists

i A would have been reacted with
iti mpound at a time. For example compound _ ed w
o, tfad;ﬁgnany 'madero(g::tc ?&Bpwhich would have been isolated after reaction work up and punhcgtlon
fl?.rmpol‘in :1)1131 :riif djstinatior’l or chromatography. In contrast to this approach. combinatorial c}l;ﬁ;lmsu-z
oﬁ:;gm:r;zttenﬁ:.l to ,make every combination of compound Al to Am with compound Bl to Bn. oug.

investigating the solid-state synthesis of peptides. » b N
ildi lecule. Large libraries can be made by
i i i les building blocks to make new mo - ca
Ssosnﬁgll?xtlonaill cﬁiﬁ:ﬁ:sms;i::ﬁzm of a set of building blocks & new molecule can be identified.
= galp |
has focused on the g-enex.'atl
s of peptides, nucleic acids

on and examination small organic molecules but

Most of the in this commentary and oligosaccharides continue to be generated.

obviously combinatorial librarie



m PULATION: A CROSS SECTIONAL

PO
OVER THE COUNTER (OTC) MEDICINES AN;ONGYRML
: abh
’ anik, Kosey sour :
Chhabra Aman*, Goyal aditya , Chhabra mpharmaCY- Moga , Punjab

- llege of
Department of Pharmacy Practice, ISF Co _
° ude and practices of OTC drugs among

The main aim of the study was to assess the knowledge, attit t of the time. A cross- Materials anq Meth :
Population as well as which indications OTC drugs are used mos ovember 2017 to February 2018, j, M%:
sectional study was carried out over a period of four mo_f‘th‘s (No t which was prepared based op, Prev; 4
Punjab, India using a self administered pre-validated questionnaire ilem s use, reason and indication for
studies to collect the information pertaining to the pattern of OTC 70 gmdy participants 69% knew ap,
drugs use, list of drugs commonly used for self-medication. mong f-medication and used OTC drugs ? '
OTC drugs. On an average 7 times in last one year they Pmthced AT 93 % people take it due to uu;-t "
seen that reasons for taking OTC drugs were various majority of them 1f -medicated by the majog; o
cost. Analgesics and antipyretics were the most common class of drugs se ¢ frequently reported mdfly Of.!he
participants 100%, followed by Antacids 81%. Pain and fever were the most dications were cougt, ¢
for use of OTC drugs headache, were the second and third most common in sjority of stnd g .&, Coid,
While considering the attitude and practices of self-medication it was found that ;mk]in the e hrpy
occasionally 36% read the instructions given on the product label. In case of C0 ecf ain , xinlry date Of the
drug before use 39% always check the expiry date before using the d:ug a‘nd 30%o o 01pagr; ;nevex Checty
the expiry date. The main reason for consuming the OTC drugs ma]9nty of participants 17 agreeqd yy
whenever they feel sick. A majority of participants 61% immediately discard the_ drug when 1t shows

in shape, color and odour. Over 74% of the study participants consult to pharmacist before using OTC drugs.

Keywords: Over the counter drugs, Self medication, OTC drugs, Practices, Rural population.

ASSESSMENT OF METHODOLOGICAL QUALITY OF SYSTEMATIC REVIEWS ON SUMATRIPTAN FOR
THE TREATMENT OF MIGRAINE

Muhammed Rashid!, Manik Chhabra? Shamshavali K3
Department of Pharmacy Practice, Sri Adichunchanagiri College of Pharmacy, BG Nagara, Karnataka-571418
Department of Pharmacy Practice, ISF College of Pharmacy, Mogha, Punjab-142001
Department of Pharmacy Practice, ]SS College of Pharmacy, Mysuru, Karnataka- 570015

Systematic literature reviews (SLRs) pile up a well-defined objective, comprehensive literature searches, pre-
determined inclusion and exclusion criteria for the study selection, critical appraisal, data extraction and finally

We aimed to assess the methodological quality of SLRs conducteq on the effect of Sumatriptan for the treatment
of migraine using ROBIS and AMSTAR.

A total of 16 out of 44 reviews were identified that met oy inclusion Criteria. Nine were C hrane SLRs. M
studies considered to be with low RoB, whereas, six studies graded ag hig.h il twoet 3;’ considered #
unclear RoB using the ROBIS tool. Six studies scored 8-10, which jg Considered to pe hi shu :.lsl whereas ,
studies scored 3-4, considered to be low quality and other gjy Studies scoreq g whichg wg: colI-IYS,idered i
moderate quality using AMSTAR tool. ROBIS assessment rates the Cochrane re\,riews better as the C e



;ews have more detai i ;
revié ailed information on the review methods which makes it easier to apply on ROBIS.

earchsuggest : : ;
Ou:lli-te;j of the mggdist;l&g %:IBIS ismore rigorous andreliable tool than AMSTAR in assessing the methodological
qu - We found most of the reviews are good quality as they all were the Cochrane SLRs.

Keywords: ROBIS, AMSTAR, Sumatriptan, Migraine

COST-EFFECTIVENESS OF PHARMACOTHERAPEUTIC INTERVENTION IN CHRONIC LOW BACK
PAIN: AN EVIDENCE FROM SYSTEMATIC REVIEW

Goel R, Boya CS, Bansal D

iClinical research unit, Department of Pharmacy Practice, National Institute of Pharmaceutical Education and
Research, SAS Nagar, Punjab, India-160062

Low Back pain is SACORUTION p.roblefn and a major cause of disability and health care utilization. Purpose.
Pharrr}a§otherapeut1c mtervent.lons like Pregabalin and duloxetine and opioids are that have demonstrated
benefit in chronic low back pain (CLBP). The specific aim of this study was to systematically review the cost-
effectiveness of pharmacotherapeutic interventions in CLBP.

The search strategy was designed to identify peer-reviewed cost-effectiveness evaluations of pharmaceutical
therapies for management of CLBP, accessing five key databases. All identified publications were reviewed
and screened according to pre-defined eligibility criteria. Data extraction was designed to reflect key data
challenges and approaches to modelling in CLBP pain and based on published guidelines. Quality of included
studies were assessed by Drummonds criteria.

The search strategy identified 4 cost-effectiveness analyses meeting the inclusion criteria, of which 3 had original
model structures using cohort-level state-transition (Markov) models and one discrete-state time-dependent
semi-markov model. Studies identified in the review focused on antidepressants like duloxetine, amitriptyline
Pregabalin and NSAIDS include naproxen, celecoxib and other opioids. On average, gabapentinoids was
associated with lower costs and larger effects for quality-adjusted life-year (QALY) in comparison with usual
care for chronic low back pain from a healthcare perspective (based on ICUR).

ms to be cost-effective compared with usual care for chronic low back pain. The authors further

Pregabalin see
used to inform cost-effectiveness models, withrobust, comprehensive

encourage transparent reporting ofinputs
and clear uncertainty analysis and, where Feasible, open-

HIDDEN ASPECTS OF MEDICATION ERROR
, Divya Singh', Amod Kumar Sachan!, Rakesh Kumar Dixit.

source modelling is encouraged.

Suchi Jain!, Shireen Barua'Garima Adhaulia’

'Department of Pharmacology and Therapeutics, King George’s Medical University, Lucknow

lead to inappropriate medicatio
professional, patient, or consumer,

Any preventable event that may cause or n use or patient hc;n;m,N vg(\:ﬂe the
medication is in the control of the health care has been defined by MERP
as Medication Errorr.

espect to medication error.

is irrational, inappropriate, ineffective, underprescribing or

overprescribing, or fault in manufacturing the formulation or wrong dispensing or wrongly administering the

ifi - - ion-based
i i . e errors are classified as knowledge-based, rule based .acgon .
e t]'lerapyl\gE'h (::coums for 28% of all medical mistakes. With respect to India, studies

or memory-based exror. In U5 i % and 15.34%, respectively, in hospitalized
rted ME rate as high as 25.7% an .34%, resp y, in hosp

fro:.n s Ié;mtta:hao?::: ME rate 45.90%. Another study from mysore reported ME incidence of

patients. A study from Gujra Example of faulty prescription - warfarin prescibed with erythromycin, oral

27.8% in general surgery wards.

Use of internet & web search with r

ME can occur due to faulty prescription writing that



and illegible writing such that ‘Panadol’
in adverse drug reactions, drug-drug
have significant health and economic

treatment in a patient with dysphagia , writing diazepam for diltiazem
(paracetamol) is dispensed instead of ‘Priadel’ (lithium). ME may result
interactions, reduced compliance and quality of life of patient, they may
consequences and can sometimes lead to death also.

: iei ithi imi erapeuti
Avoiding medication errors is extremely important 80 that appropriate medxcgte within the limits :)f :1}: peutic
decisions in an optimal dose be prescribed to maximize the balance of benefit to harm to the patient.

Keywords: Medication Error, adverse events, drug drug interaction, faulty, prescription

ADR CASE REPORT ON PREDNISOLONE INDUCED PERIORAL DERMATITIS
Bipin Prakash Tamta, Gitanjali Kothiyal, Anmol Singh Behl

Department of Pharmacology, Veer Chandra Singh Garhwali Government Medical College (VCSGGIMSR),
Srinagar Garhwal, Uttarakhand-246174

Prednisolone is a glucocorticoid with many anti-inflammatory uses and prominent adverse effects.

Perioral dermatitis is a skin disorder resembling acne or rosacea. In most cases, it involves tiny red pimples
with itching and burning on the lower half of the face, in folds of the nose and around the mouth.

A 29 years old male from Dehradun came to Dermatology department of VCSGGIMSR. He gave a history of
genital itching for which he went to a private practitioner who prescribed tablet Prednisolone and Capsule
Fluconazole. Two days after taking the drugs, he developed black coloured rash around the lips and eyes with
itching.

We applied the WHO-UMC causality scale for the suspected drugs - Fluconazole and Prednisolone.

According to WHO-UMC causality scale, it can be concluded that the adverse reaction was possibly caused
by Prednisolone as well as Fluconazole. Although according to the causality scale, the ADR can also possibly
be caused by Fluconazole, previous literature reports mention steroid induced perioral dermatitis. Topical
steroids are mostly involved in this type of ADR, as per areview by Mokos ZB, et al, but there have been reports
of systemic steroids causing perioral dermatitis by Clementson B, et al.

Predisolone has possibly caused perioral dermatitis in the patient.

PHENYTOIN INDUCED STEVENS JOHNSON SYNDROME: A CASE REPORT
Dr Monika Gaur
RNT Medical College, Udaipur, Rajasthan

Stevens-Johnson syndrome (S]5) is a severe adverse cutaneous drug reaction that predominantly involve the
skin and mucous membrane. Drugs have been implicated in most of the cases. Diagnosis relies mainly on

clinical signs together with the histological analysis of a skin biopsy.

A 25-year-old male with history of seizure disorder (GTCS) was admitted in ICU with complaint of fever,
widespread rash and stinging of eyes. Mucocutaneous examination revealed macular erythematous and
purpuric lesions, predominantly over face, trunk and extremities. There was a presence of atypical flat
targetoid lesions on extremities, haemorrhagic crusted lesions on lips along with buccal mucosal erosions and
conjunctival injection. General physical and systemic examination were unyielding.

Laboratory investigations revealed mild leucocytosis and transaminitis. On enquiry, the patient was prescribed
anticonvulsant drug (Phenytoin in a dose of 300 mg per day) 2 weeks back for GTCS. A clinical diagnosis of
Stevens Johnson syndrome was contemplated. Patient recovered fully on withdrawal of the drug, supportive

care and glucocorticoid therapy.



5Js is a rare dj-s;ordgr that has been describ
infections are implicated as the trigger in
of drug. SJS is a potentially
physicians must have kno

ed in all age groups and races. Genetic susceptibility, drugs and
most cases. The reaction is idiosyncratic and independent of dose
fatal condition with adverse sequels including death, if not intervened early. The
wledge about the condition for early recognition and intervention.

pATTERN OF CUTANEOUS ADVERSE DRUG REACTIONS IN TERTIARY CARE TEACHING HOSPITAL
IN KUMAON REGION

Belwal G!, Srivastava B?
'Department of Pharmacology, Government Medical College Haldwani.

Adverse drug reaction is defined as "a response to a drug which is noxious and unintended, and which occurs
at doses normally used in man for the prophylaxis, diagnosis, or therapy of disease, or for the modifications
of physiological function.” The incidence of adverse Cutaneous drug reactions (CADRs) among all adverse

drug reaction may val:ies from 15 to 30%. It may be negligible, serious or even fatal. Serious and fatal adverse
Cutaneous drug reaction is common causes of hospitalization or its prolongation.

This was a ret;ospectivg study conducted at the tertiary care centre at Dr.Sushila tiwari Government Medical
College Hospital & Institute Haldwani Nainital. Data was collected during the period of one year from various
department to the ADR monitoring centre attached to department of Pharmacology under the Pharmacovigilance

Programme of India (PvPI) using suspected ADRs reporting forms. The reported ADRs were evaluated for
causality and severity.

A total of 123 patients were included during our study period out of which 43 males (34.95%) and 80 females
(65.04%) reported CADRs. Most common age group suffered from CADRs was 20-29 years (22.76%). Itching
(30.68%) was the most common morphological pattern of ADR. The most common class of drugcausing Cutaneous
drug reaction was antitubercular drugs(26.51%).Amongst all reported cases 40.65 % were serious and 59.43%
were non-serious. Hence, this study shows CADRs are common with widely used drugs and detection of similar
will help to reduce suffering of mankind and can also strengthen the Indian Pharmacovigilance database.

Keywords: CADRs, PvPI, ADRs, ADR reporting form.

DICLOFENAC INDUCED TOXIC EPIDERMAL NECROLYSIS IN 50 YRS FEMALE: A CASE REPORT IN A
TERTIARY CARE HOSPITAL

Dr. Mallam Rupa Devi , Dr.Usha Kiran P MD DM", Dr.K.V.Siva Prasad MD"*
Department of Pharmacology, Rangaraya Medical College, GGH, Kakinada. rupa.chintu@gmail.com

NSAID'S are drugs of choice for various inflammatory conditions and pain. Among them COX2 inhibitors
and propionic acid derivatives are known to produce serious cutaneous adverse effects. It is a case report
of Diclofenac induced TEN resulting in death. To report a case of TEN induced by diclofenac in a patient with
joint pains and to emphasize its early diagnosis. A 50 year old woman was admitted with erosions all over
the body (BSA >30%), after taking inj. diclofenac single dose f-or joint pains. No past history of drug allergy.
Diagnosis was confirmed by skin biopsy. At the time of admission her electrplytes, RPI‘ were dera-nged alox}g
with metabolic changes. Dechallenge was done & patient was put on System}c Steroids, Cy'closporme. Insulm,
Antibiotics & other supportive measures. Despite resuscitative measures patient landed up in AKI due to sepsis
Secondary to TEN & expired within 7 days of hospitalisation. Causality assessment was done using Naranjo &
WHO scale.

Naranjo score 7 & WHO scale revealed ADR - Probable. Prognosis was done using SCOR’I‘EN criteria (score
>8). Despite all resuscitative measures patient’s condition deteriorated and resulted in death. It was reported
to AMC and uploaded in Vigiflow. Since this serious ADR is proved to be caused by Diclofenac, we should be
vigilant while administering it.

Reywords : TEN- Toxic Epidermal Necrolysis , SCORTEN criteria



m VIRAL THERAPY IN TERTIp,

ON ANTIRETRO
ENTS
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The human immunodeficiency virus (HIV) disease continues to be a serio
i i ction. ‘ |
mainly suppress viral load, thus restoring the immune furn e R i
d mo '

Despite showing considerable efficacy in reducing mortality treatment failure.

. ding to
of adverse effects which affects treatment adherence lea P )
ART regimens at ART centre in tertiary Care

ious :
To monitor and explore the pattern of occurrence of ADRs to vari OP settings of ART centre in Go"ermnem

ion ied in
hospital. A prospective, Observational clinical study was carried
General Hospital, Kakinada.

) d ADRs over 6 months (1* Jay,

A total of 254 patients on various ART regimens were studied .for suspe;tither relevant details were ot
2018-31* March 2018). Adverse event history, medication history an

Causality & severity of reported ADRs were assessed.

i 17% & 41.71 % presented w;
Out of 254 patients, 52.75% patients presented with adverse d;ug IeaCtmnst'?O 11 : P Wi
ADRs with Zidovudine based regimens & Tenofovir based regimens respectively.

Tenofovir based re

gimens are found to have less ADRs when compared to Zidovudine based Tegimens
Monitoring of ADRs

of ART regimens helps to reduce the occurrence of severe ADR & improve ART adherence

Keywords: ADRs- Adverse drug reactions, ART- Antiretroviral therapy.

ROLE OF PHARMACOVIGILANCE IN UNANI SYSTEM OF MEDICINE

a cha_llenge among specialists. Avicenna (980-1037 AD) in the UnalniY ; pri‘mary. step, which still rema;:
mentioned that Drug Monitoring starts from the day of collection of the o literature (Rl-Qanao)
-up the patient. dru

g till its use by the patient and follo¥

Keywords: Pharmacovigilance, Unani system of medicine, Avicenn a, WHO
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SOLID ANOPARTICLES X5 A DRUG DELIVERY SYSTEM FOR BRAIN TARGETING VIA NASAL
ROUTE

Sakshi*

’ P“neet i i ¢
ITS College Of Pharmacy rurmal, Iti chauhan , Dr. S. Sadish Kumar,

» Delhi-Meerut Road, Ghaziabad, U.P, rajput.sakshil09@gmail.com

Certain mechanism like presence of highly complex structure i.e. blood brain barrier (BBB), P-glycoprotein
(active gfﬂux trans..porter) and certain enzymatic activity protect the brain in adverse conditions. These
mechanisms especmlly_ BBB _ﬁ'ustrate therapeutic interventions during the treatment. As a result most of the
drug substances are fruitless In treating brain disorders, because they are not able to reach the brain in desired
amount requ.n'ed for the.rapeutlc activity. As a consequence, several invasive and non-invasive strategies are
presently bemq used to increase the delivery of drugs across the BBB by opening it. However, opening the BBB
by such strategies may allow the entry of certain undesirable substances to the brain. There are several drugs
(espeCla-uY pt?p_tldes and Pr~oteins) which cannot cross the BBB or produce the systemic side effects when given
orally. Sol{d lipid na_no;:a.rtmlgs (SLNs) via intranasal route furnish a way out of these potential problems. It is
an innovative, practically feasible and simple approach for delivery of certain categories of drug that cannot
reach the brain due to above mentioned reasons. The drug administered through intranasal route bypasses
the BBB and prevents the systemic exposure of drug and hence systemic side effects associated with drug
molecules. This 1s due to the unique connection provided by olfactory and trigeminal nerves between the brain
and external environment. SLNs are colloidal carrires made up of solid lipids, possessing exclusive benefits
over other drug delivery carriers. The lipids used for the preparation of SLNs are usually biocompatible and

bicl);iegradable. SLNs hold great capabilities for nose to brain delivery and lured researchers to explore this
field.

Keywords: Blood brain barrier, Brain targeting, Central nervous system, Nose to brain delivery, Solid lipid

nanoparticles.

CURRENT ASPECTS AND SAFETY OF PHARMACOVIGILANCE: A REVIEW

Puneet Nirmal*, Ritik Saxena, Sakshi, Dr S. Sadish Kumar,
ITS College Of Pharmacy, Delhi-Meerut Road, Ghaziabad, U.P, puneetnirmall335@gmail.com

Pharmacovigilance (PV) play a key role in the healthcare system through assessment, monitoring and discovery
of interactions amongst drug and their effects on human. Pharmaceutical and Biotechnological medicines are
designed to cure, prevent or treat diseases; however, certain risks particularly adverse drug reactions (ADRs)
are also associated which can cause serious harm to patients. Recently, pharmacovigilance has been confined,
mainly to detect adverse drug event that were previously either unknown or poorbr understood. Adve{se
events reported by PV system potentially benefit to the community due to their proximity to both Populanon
and public health practitioners, in terms of language and knowledgg, enables egsy ‘c‘ontact with ;epox‘ts
electronically. The PV team obtain valuable additional information, buxtlds up the scientific data contained in
the original report and makes it more informative. This reviev&.r simply gives the knowledge ab_ogt drug safet_y.
worldwide pharmacovigilance centres and their role, benefit and challenges of pharmacovigilance and its

future consideration in healthcare sectors.

Keywords : Pharmacovigilance, ADRs, Drug Safety, Healthcare.
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Lloyd Institute of Pharmacy: G - tering RNA), can either trigge,

. . h as DNA and giRNA (short 1_nte ses. However, the poor celluly,

Intracellular delivery of nu.clelc acid ld.rugs. Sl{C Sfat are linked t0 8 everal dls?ation £ DN A/RNA by nu CIEaSes

or knockdown the expression of specific proteins : A rapid degra e Saiivey: Viral Vesion
uptake of genetic material, due to its overall negative charg A thei S100 essful cell b o e

in biological media, still represent major challenges ?owar lls, but have raised many 8. - . .n

have been used successfully to deliver genetic materials to GeLs, ularly via electrostatic inter: ns with

the other hand, nonviral vectors, deliver genetic materials 1gtrace < and polyplexes, respeg'uvely. These

the negatively ;:harged nucleic acids to form what so-called hpople]x:se the genetic materials in the cytoso]

cationic complexes can then undergo endocytosis and ulFlmatelY re ?jistribution (centered on the phosphoryg

Latest being the phosphonium cation which due to its efficient charg emoiety) leads to stronger and more stabje

atom, while distributed through adjacent carbons on the am!l_lo_mum- compatible nanocarriers for therapeutj,
interactions with the negatively charged nucleic acids, providing bio

nucleic acid delivery.

ANTIBIOTIC PRESCRIBING PRACTICES BY DENTISTS: A REVIEW
Dr Davinderjit Kaur Shergill, Maharaja Ganga Singh Dental College and Research Institute, Sriganganagar

Antibiotics are important in the prophylaxis and management of infection in patleqts _at nsk- of experiencing
microbial disease. Indications for the use of systemic antibiotics in dentistry are limited, since most dental
and periodontal diseases are best managed by operative interventions and oral hygiene measures. However,
the literature provides evidence of inadequate prescribing practices by dentists, due to a number of facters
ranging from inadequate knowledge to social factors. Here we sought to review studies that investigated the
pattern of antibiotic usage by dentists across the globe. We have genuinely attempted to outline the main
lacunas in the knowledge of antibiotic prescription. The main conclusion is that, unfortunately, the prescribing
practices of dentists are inadequate and this is manifested by over-prescribing practices. Recommendations to
improve antibiotic prescribing practices are also presented in an endeavour to curb the increasing incidence
of antibiotic resistance and other side effects of antibiotic abuse.

ADRs -TYPE, PATTERN AND CAUSALITY ASESSMENT: & PHARMACOVIGILANCE STUDY

'Madhavrao C, 2Mythili Bai K, *Sharath Babu K, 42‘&11@3?—551113. *Navaneeth A, *Anandhalakshmi A

'Dept. of Pharmacology & 2Dept. of Physiology, AIMSR, Kerala 3458De i
. ’ ) t. of P
Nadu P harmacology, SMIMS, Tamil

Progamme of India [PvPI]. The major goal of this PvPlis to booster
: . Mg . the =

In India. It is important to monitor the ADRs continuously throughout ths(:.::lf:c?s:tmedlcm.e § for b‘ettex health car®
delayed or rare ADRs, ~marketing period to detect any

Teésponsible fo

. . ach], :
GIT [2.27%] and drugs acting on other/multiple systems [5.68%],] endocring) System [7.95%], CNS [5.68%]'



ADR causality assessment by WHO scale revealed, maximum number of ADRs were possible [60.23%] followed
by probable/likely [23.86%] and unlikely [15.91%]. It was seen in Naranjo algorithm scale that ADRs were

ossible in 76.14%, probable in 13.64% and definite in 10.23% of cases. Modified Hartwig and Siegel scale
found 69.32% of ADRs were mild in nature followed by 30.68% as moderate in nature and none as severe. The
schumock & Thornton preventability scale identified 55.68% of all ADRs were definitely preventable, 29.55%
as probably preventable and rest as not preventable.

This study sho“_red that antimicrobial class of drugs were responsible for maximum number of ADRs; drugs
related to respiratory system, blood, ANS and skin contributed for least/none number of ADRs. Causality
assessment of ADRs revealed that, maximum number of the ADRs were possible in both the WHO and Naranjo
scales. It was also seen that, maximum number of ADRs were mild in nature on Modified Hartwig and Siegel
scale; and definitely preventable on Schumock & Thornton ADR preventability assessment scale.

COGNIZANCE OF BIOSTATISTICS PRINCIPLES AMONG FINAL YEAR UNDERGRADUATE STUDENTS:
A CROSSSECTIONAL SURVEY FROM A SOUTHERN TEACHING MEDICAL INSTITUTION OF INDIA

'Madhavrao C, *Mythili Bai K, *Sharath Babu K, *Prathab Asir A, *Navaneeth A, *Anandhalakshmi A
iDept. of Pharmacology & *Dept. of Physiology, AIMSR, Kerala, **5Dept. of Pharmacology, SMIMS, TN

BiOStE}ﬁStiCS is important subject in the medical field to impart the better research practices among young
budding doctors. It should be taught in early periods of medical training, to make the better physician cum
good researcher in future. The awareness regarding the same varies from place to place and hence among

institutions.

This is a cross-sectional observational study, done in a Southern based teaching tertiary care centre over a
period of one and half year. Prevalidated questionnaire based on the application of biostatistics principles in
biomedical research was distributed to the medical final year undergraduate students who formed the study
population. A total of sixty two medical final year undergraduate students were recruited into the study, after
obtaining their valid written informed consent. The study proposal was approved by the Institutional Research

Committee [IRC] and Institutional Human Ethics Committee [IHEC].

The study found that, only less than 50% of all answers related to the knowledge domain on ‘application of
biostatistics principles in biomedical research’ were found to be correct. Majority [more than 62.5%] of study
participants were unaware or not heard of any software tools related to biostatistics. This study also showed
than 67.25%] opined as ‘strongly agree’ for the question to a

that, majority of the study participants [more
‘good research must have training in biostatistics’. More than 92% of study participants opined to have seminars/
in biostatics subject.

workshops/CME on biostatistics course for their improvement
It was also observed that, more than two-third opined to culminate the biostatistics course/subject in

undergraduate/postgraduate medical curriculum. In this study, it was also found that, only less than one-sixth
of the study population was confident of drawing the conclusion from the results of the study.

here was a poor knowledge and poor practices but with positive attitude towards

This study concluded that, t ]
medical research among medical final year undergraduate

the application of biostatistics principles in bi.o
students in a southern teaching medical institution.

E BASIC BIOSTATISTICS PRINCIPLES AMONG

PRACTICES TOWARDS TH
ENOWLEDGE AND HERN TERTIARY CARE CENTRE AND HOSPITAL

UNDERGRADUATE NURSING TRAINEES OF SOUT
IMadhavrao C , 3Sharath Babu K, 4prathab Asir A, *Navaneeth A, *Anandhalakshmi A
'Dept. of Pharma::olog'y & Dept. of Physiology, AIMSR, Kerala, ****Dept. of Pharmacology, SMIMS, TN

ore fundamental aspect of research programme. It has been understood that,
the one to carry sound research in their speciality, which in turn have
& providing the better health care to the mankind.

Biostatistics forms one of the €
good knowledge in biostatistics makes
positive impact in bringing the changes
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TIARY CARE CENTRE AND
ADVERSE DRUG REACTION MONITORING IN A SOUTHERN TER el
HOSPITAL: A PROSPECTIVE OBSERVATIONAL

6 alakshmi A
‘Madhavrao C, *Mythili Bai K, *Sharath Babu K, *Prathab Asir A, sNavaneemfa’mA;canmihgv SMIMS, TN
'Dept. of Pharmacology & “Dept. of Physiology, AIMSR, Kerala, ****Dept. of P , ,

Adverse drug reaction monitoring is an integral part of Pharmacovigilance Prog‘f’amme ?i;ndhf [Pvl;ll'j. Pvpl
helps the physicians to use the drugs judiciously as well as brings the changes in drug eling, whenever
necessary through the regulatory bodies.

This study was carried at a southern tertiary care centre and hospital over a period of two months. It was 3
Prospective observational based in nature during the months of July and August 2013. The study proposal was
cleared by the Institutional Human Ethics Committee [IHEC]. The collected ADRs from tertiary care centre and

hospital were analysed using various ADR causality assessment scales [WHO, Naranjo Algorithm, Schumock &
Thornton and Modified Hartwig and Siegel scales].

A total of 93 ADRs were collected during the months of July and August 2013. It was found that antimicrobial

drugs [35.48%] were responsible for maximum causation of ADRs, followed by drugs related to endocrine
system [31.18%], CNS [20.43%], autacoids [10.75%], CVS [1.08%] and GIT [1.08%)]

ADR causality assessment by WHO scale revealed, maximum number of
by probable/likely [13.98%], unlikely [7.53%] and conditional/uncla,
algorithm scale that ADRs were possible in 67.74%,
Modified Hartwig and Siegel scale found 61.29% of AD
in nature and none as severe in nature. The Schumock
ADRs were definitely preventable, 16.13% as probabl

ADRs were possible [76.34%] followed
ssified [2.15%)]. It was seen in Naranjo
brobable in [22.58%] ang definite in 9.68% of cases.
Rs were mild in nature followed by 38.71% as moderate

& Thqmton Preventability scale identified 52.69% of all
Y preventable and rest as not preventable.

RELEVANCE OF HERB OVIGILANCE

Shireen Barua', Suchi Jain', Garima Adhaulia!, Divya Singh!,
Department of Pharmacology and Therapeutics, King

Herbovigilance is similar to pharmacovigilance but for herbs.



diabetes, arthritis,
;;portance under the I\T'::ul']:?;? :fa;c‘: and em}l—stage renal disease, herbal remedies are given special
well as establishment of the I\Iationalemth ?“Famuy welfare with the creation of the department of AYUSH as
they are completely safe, herbal m, diedx_cma] Plants Board in 2000. Despite the common misconception that
datura stramonium causes hallucin :3_ catmns! can rgsult in adverse reactions such as: Indicated for asthma,
gepletion; ginkgo biloba causi a lons and is fatal in overdose; chronic licorice ingestion causes potassium

p nt'failure A Al g bl.eedmg and many others reportedly causing hepatotoxicity, renal failure
treatmeh . ergic reactions. Several preparations of herbal products also include 0.1 to 0.3 mg
petamet asope at results in adverse effects associated with corticosteroids. Contamination, misidentification
and adulteration of herbal products are also commonplace. Sometimes, even due to plant-to-plant variation and
several otl.ler factors such as harvesting time, place of origin and process of production may affect the adverse
effect profile of the herb. Lack. Of'adequate clinical trials, poor regulatory measures, inadequate quality control
systems, pocerY. cogtroned distribution methods (such as internet based orders) and little to no information
about contraindications or drug-drug interactions for marketed medicinal herbs further puts emphasis on the
importance of herbovigilance.

Keywords: Herbovigilance, AYUSH, Adverse Drug Reactions, Medicinal plants, herbal medicines.

A REVIEW ON THE CONVENTIONAL DRUGS, ALTERNATIVE THERAPIES AND THE MANAGEMENT
STRATEGIES OF ULCERATIVE COLITIS

Riti a*2, Puneet Nirmal
I.T.S. college of Pharmacy, Muradnagar, Ghaziabad, U.P.

Ulcerative colitis (UC) is a chronic bowel disorder characterized by inflammation of the colonic mucosa. The
most common symptoms of UC are diarrhea, blood in the stool, and, occasionally, abdominal pain.

Conventional drug therapy for UC involves use of aminosalicylates, corticosteroids, azathioprine/6-
mercaptopurine, cyclosporine and anti-tumor necrosis factor therapy. Alternative therapies include probiotics,
nicotine and fish oil. Controlled trials have shown that transdermal nicotine added as a therapy has a beneficial
effect in active UC. Since side-effects with transdermal nicotine occur in up to two thirds of patients, particularly
in lifelong nonsmokers, scientists have developed an oral nicotine preparation in which nicotine was combined
with a polyacrylic carbomer which give sustained release of nicotine in the distal ileum and colon.

and maintain a clinical remission, reduce the risk of colorectal cancer and
ently the first choice therapy both for the induction and the
maintenance of remission in ld-to-moderate UC. For moderate-to-severe cases or those
who do not respond to aminosalicylates therapy, additional options including immunomodulators, bioclogical

agents, cyclosporine, tacrolimus and surgery are available.

conventional therapy, remission.

RETROSPECTIVE ANALYSIS OF ADVERS
, Dr. Arpita Singh', Dr. Mukul Misra?, Dr. Manodeep Sen’

Medical therapy aims to induce
improve quality of life. Aminosalicylates are curr
the patients with mi

Keywords: Probiotics, necrosis,

E DRUG REACTIONS

Maneesh Soni*, Dr. Atul Jain'

'Department of Pharmacology, .
Ram Manohar Lohia Institute of Medical Sciences, Lucknow,
Adverse drug reactions (ADRs) are a major cause of morbidity and mortality _in Hospita}s and pose great
economic burden on the health care system. This study was conducted with the aim of creating awar.eness and
communication and reporting of ADRs among health care professionals.

developing the culture for proper
analysis of total 60 reported ADRs from AMC at a tertiary care hospital during a

ril 2016. These ADRs were analyzed for the pattern and type of reactions, body
severity of reaction, their outcome, management and causality assessment

<D

Department of Cardiology, ‘Depratment of Microbiology
UP, India, manishsoni.pharmacist@gmail.com

This study is a retrospective
period from March 2015 to Ap
systems involved, causative drugs,
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id! and Pramil Tiwarl al Education and Research (NIPER),
Department of Pharmacy Practice, National Institute of Pharmaceutic

S.A.S. Nagar, Punjab

i isk of injury Which
. . : also entails a ris
Sports brings fame to a nation and at the same time partl'CIPanon mt;pozasciety- This study aim to assess tp,
accounts for substantial morbidity and cost to both indiwd'flals and the
prevalence and patterns of sports injuries among young Indian adults.

SAS Nagar, Punj
This cross sectional study utilized a self-administered questionnaire, qonc?ucte':d at NtIPthd g sporgtS' oprﬁu;l];fé
India. 196 participants were enrolled based on their active participation in different k - instimtic;ns acr
participants met the inclusion criteria. The data obtained from 146 participants from s f SPSS. The Stl-'ldledPa
the country is presented. The data was computed using Microsoft excel® and free version o o, .f
sample had 46.5% of prevalence of sports injuries. Males were mostly affected I?Y Inpmes- 40'.1 e prevalm
Was reported among those participants who were devoid of coaching facilities. The practice of preventve
measures was also low. Participants played lawn tennis followed by kabaddi and volleyball Esuﬁered more
injuries. Injuries are not covered by any insurance policy; and, out of pocket expenditure was high.

Lack of technical expertise in sports

reported lack of coaching facilities. The results of this study also demand that attention be paid towards

EFFICACY AND SAFETY OF DIENOGEST VERSUS MEDROXYPROGESTERONE A X) IN
ENDOMETRIOSIS: X COMPARATIVE STUDY CETATE (MPA)

Amiya, Kaushal J*, Singhal §*+

to receive Dienogest, 2 mg OD (Group A, n=18) & Medro

Efficacy was assessed using VAS scale and Biberoglu and Behrman scale The smate. 10 mg BD (Group B, n=15)
r e

adverse drug reactions (ADRs). Both the groups led to statistically significant ty Was evaluated by ohserviﬂ_g
pelvic pain, dysmenorrhea and improvement in Biberoglu ang Behrman b red



reduction of VAS Scale for chroni : )

geen in group A than group B, B::::eI:EL“c pain (92.69% vs 83.67%)and dysmenorrhea (96.47% vs 91.18%) was

A than group B (87.92% vs 87.34 %) Hoprovemeqt in Biberoglu and Behrman scale was also observed in group

ond weight gain were the COmmon;est X;ver. thm_ difference was not statistically significant. Uterine bleeding
Rs. Vaginal dryness and bloating were statistically significant more

in MPA. Dienogest as well as MPA sho
response was observed with CiiEnoges:_ved good results for improvement of endometriosis but slightly better

Keywords: Endometriosis, D ;
W ysmenorrhea, Dyspareunia, Visual analogue scale score, Biberoglu and Behrman

scale

HARMACOVIGILAN
P CE PRACTICES IN NATIONAL MALARIA CONTROL PROGRAMME OF INDIA

Rubi Parveen
Jamia Hamdard, Delhi

health care i A
ia;:’n - thzr:il’;:;n;?su:volve the dugct administration of medicine to the large population and
That's why pharmacovigilance » treatment and irradiation of disease, will generate the possibility of ADRs,
based therapy in form of practice is essential for safety assessment. India switched to artemisinine
: arease o ABRsartesunate+ sulf_adoxine and pyremethamine. These drugs were highly effective and
Inc = 4 and c‘irug resistance. Hence recent change in prescribing practice necessitates
pharmacovigilance of antimalarial drugs specially artemisinine based therapy.

grross Se"'“;”g?li‘;ﬁ"e}; \gas conducted health care professionals (HCPs) involved in National Malarial Control
ograrun a. A-5 point Likert scale based questionnaire was developed as study tool.

A tot.al of 154 HCPS participated in the study (age: 42.+- 10.1 years with33.8% females. About 61% felt that only
medically qualified HCPs are responsible for ADR reporting. Likeliness to report in future was mentioned by
45% ﬁCPs tl}e knowledge score was relatively lower for life science graduates (P=0.09). knowledge correlated
positively with attitude (r2=0.114,P<0.0001). Based on the caveats identified, a specific and targeted in service
education with hands on training on ADR monitoring and reporting needs to be designed to boost real time

pharmacovigilance in India.
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MEDICATION ERROR

Snigdha Banerjee
Teerthanker Mahaveer College of Pharmacy, Moradabad

e event that may cause or lead to inappropriate medication use or patient

A medication error is any preventabl
1 of the health care professional, patient, or consumer.

harm while the medication is in the contro
incomplete information about patient, health professionals not being
gs labels and error in prescribing , administration ,dispensing
ons, drug-drug interactions, lack of efficacy,
It could be fatal also.

Main causes for medication errors are-
up to date about drugs , inappropriate dru .
and others. Undesirable outcomes include adverse drug reacti .
suboptimal patient adherence and poor quality of life and patient experience,
This poster presents the common and other dimensions of medication errors and it's preventive and controlling
measures.



HARMACY
PHARMACOVIGILANCE IN P

Bujali, Kartikey Pathak o, o njali
Teerthanker Mahaveer College of Pharmacy, TMU, Moradabac, drugs after they have been licenseq for
i b i armacovigi
Pharmacovigilance is the practice of monitoring the effects of med;:::d adverse read:gn:é)f:w of im:;gﬂznce
use, especially in order to identify and evaluate previously unrep ¢ monitoring an@ vl et Ong
(PVS Plays a key role in the health care system through assesBmef‘i-l nce has traditionally involved in Munjp,
amongst drugs and their effects in human. Moreover, Pharmacovig Erlnacovigilance also known as drug safety

: . . Phar A of medicj
spontaneous reports submitted to national surveillance SYStems. t safety regardmc__; the use tiant Neg by
surveillance is the science of enhancing patient care anfi patien rinpict i proﬂders and patients,
collecting, monitoring, assessing and evaluating informations from

PRACTICE

phatt70086 @gmail.com

Keywords: Pharmacovigilance, its role to health care system
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NTION
MEDICATION ERRORS, ITS CAUSES AND PREVE
B} e adabad
Teerthanker Mahaveer college of Pharmacy, TMU, Mor
kpathak96@gmail.com

A medication error is any preventable event that may cause or lead to inappropnéfte medlca:s‘:znu:: :;zatmm
harm while the medication is in the control of the health care professional, patient or co > 2 most
common causes of medication errors are: Poor communication between you and your doctors, : ru.g names that
sound alike, Medications that look alike and Medical abbreviations. These errors are pf 2types: MlStakes(?HOI
in planning action) and Skill-based errors(errors in executing correctly planned aCthl'.lS)- Following the rights
of medication administration can prevent medication errors. This review article comprises of the causes, types
and prevention of medication errors.

Keywords: Medication errors, medical abbreviations, rights of medication

GENERALIZED BULLOUS FIXED DRUG ERUPTION - A CASE REPORT

SK Sujitha Priya*, Dhanushri E*, Murali Narasimhan®, TM, Vij ayakumart
‘Department of Pharmacy Practice, SRM College of Pharmacy, SRM Institute of Science and Technology,
Kattankulathur- 603 203, Kanchipuram (Dt), Tamil Nadu.
*Department of Dermatology, SRM Medical College Hospital & Research Centre, SRM Institute of Science and

to the drug. Severe FDE share clinical features with Stevens.]o}mson syndrome
FDE commonly occurs on the genitals, lips, trunk and hands. Diagnosis is yug : e
- . ; Ao 2 u ; tion
finding. Histopathologic examinations will help to clinch the diagnosis. The us.a:lu;ﬁv ;?25_‘1 on clinical exa:]u!;as -
antibacterials, anticonvulsants and sedatives -Cefotaxime, a broad-spectrym third Ing drugs are analg
appeared to be a safe and effective therapy in greater than 90 i -

/ toxic epidermal necrolysis

of Cefotaxime. er intravenous administratio®

Keywords: ADR Reporting, Pharmacovigilance, Cefotaxime. Drug induceq disorde
IS.
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PHARMACOGENOMICS AND PHARMACOVIGILANCE

Prakhar Jain
Teerthanker Mahaveer University, Moradabad

Pharmacogenomics 1S major emerging trend in medical sciences, which influence the success of drug
developmentA and tht.aral.)eutxcs. In current times, though pharmacogenetic studies are being done extensively
for research, its application for drug development needs to get started on a large scale. The major determinants
of success of a nevsr drug .compound, viz safety and efficacy, have become more predictable, with the advent
of pharmacogenetic st_uches. There is a need felt for pharmacogenomic studies, where the effects of multiple
genes are 3_95?553(_1 with the study of entire of genome. The genetic factors that can affect the drug response
include vanatlons' in the genes coding for drug metabolizing enzymes, receptors and transporters. A classic
example of genetic polvr_norphism affecting drug metabolism would be that of the enzyme CYP2C9, which is
coded by the polymm_'pluc gene CYP2CP. Its variant alleles namely *2 and*3 are poor metabolizers, with only
12% and §% respectively of enzyme activity, as compared to normal allele .Advances in pharmacogenetic
testing wﬂl expand the number of clinically important pharmacogenetic variants. Communication and
imerpretapon of these te.st results are critical steps in implementation of pharmacogenetics into the clinic.
Con‘_tpmatlonal tools that integrate directly into the electronic medical record (EMR). This report, we review
the unpgnance of phaljrr}acovigillance in detecting post marketing adverse drug events and potential for
developing pharmacovigilance programs by integrating pharmacogenomics with pharmacovigilance.
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HAEMOVIGILANCE PROGRAM OF INDIA: CURRENT SCENARIO AND COMPARISON TO GLOBAL
STANDARDS

Elisha Paikray
SCB Medical College and Hospital, Cuttuck

Haemovigilance is an organized scheme of monitoring, identifying, reporting, investigating and analysing
adverse events and reactions pertinent to transfusion and manufacturing of blood products. This system is also
an elemental part of quality control in a blood system, bringing about corrective and preventive measures, and
for the perpetual advancement of the quality and safety of blood products and the transfusion process. Nowadays,
haemovigilance setups have been enforced throughout the globe in most developed countries, to monitor
the adverse reactions and episodes associated with blood donations and transfusions. Indian Pharmacopoeia
Commission has started a Haemovigilance program of India (HvPI) in 2012 under its Pharmacovigilance
Program of India in collaboration with National Institute of Biologicals, Noida, Uttar Pradesh, under Ministry
of Health & Family Welfare, Government of India with a primary objective to track adverse reactions/events
and incidences associated with blood transfusion and blood product administration and to identify trends,
recommend best practices and interventions needed to improve patient care and safety. This presentation is
an update on the current scenario of haemovigilance in India and tries to measure the progrgss made by HvPI
towards achieving global standards as set by IHN & WHO. The sources used are scholarly articles, websites of
Indian Pharmacopoceia commission and international organizations. The results show that sxgmhcgnt progress
has been made since the program was started in 2012 but things could have moved faster towards international

standardization with more focused effort and resource allocation.

MEDICATION ERROR

Purna Atray
Teerthanker Mahaveer University, Moradabad

Medication errors defined as any error in the prescribing, dispensing..or Administration of drug, irrespecfive
of whether such errors leads to adverse consequences or not, are th.e single most preventable cause of pauent
harm. In the study of FDA that evaluated reports of fatal medication errors from 1993-1998, amounting for
41% of fatal medication errors. According to the report, between 44000 and 98000 deaths may result each
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HERBOIGILANCE

Sadaf Saifi ) ail.com
 saifisadaf10@gm™ ' ,
Teerthanker Mahaveer College of Pharmacy h includes their merits and demen‘u

Herbovigilance primarily comprises of vigilance towards herbal drug vVhlceﬁts Herbal products are preferreq
(adverse drug reaction) , the data is collected and framing it for public I.)e:; x(tc;xicit']) . In this article I brig,
by half of population because they are natural, safe and therapfeutlc n deto herbovigilance, drug interactig,
explain ADR’s related to herbal drug , program conducted in india relate

related to plants(herbs).

: inati aprropriate Dogj
Keyword: Herb-Drug Interaction, Herbavigilance, Improprer Labeling, Contamination, Inaprrop Osing,

Unknown Composition.

HEMOVIGILANCE
Shraddha Tiwari
Teerthanker Mahaveer University ; Moradabad, tiwarishraddha638@gmail.com

needed, and hemovigilance programs with objectives, blood donation
and networking, graphical representation of acquired data. '

Keywords: Blood transfusion reaction, ADR, Pharmacovigilance, Hemovigilance

STUDY ON SOME ASPECTS OF MEDICAL DEVICES SECTOR IN INDIA

la Siddiqui*, Pramil Tiwari?, Mohd Akh
. &xDepartment of Pharmacology, SPER, Jamia Hamdarq Untiarl .
“National Institute of Pharmaceutical Education and Research, N I l‘:;";lné, RTeSV;IDelm
P AATLELR, SA. agar, Mohali

e the ;
similar growt_h as compared to. developed countries. Cardiovascma;f (-"-Cﬁctol. and India has not witnessed the
globally. National Pharmaceutical Pricing Authority (NPPA) has i ) is the number one cause of deal!

unethical oligopolistic tendencies and competitive pricing. ‘MPosed price controls on stents to curb the

Various online resources that are available as open access were used
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Keyword’: MD, Import, Export, HEMD/LEMD, BOT, Economy.

CROSSTALK BETWEEN REACTIVE OXYGEN SPECIES AND PRO-INFLAMMATORY MARKERS IN
DEVELOPING VARIOUS CHRONIC DISEASES

Mukund Jha, jhamukund508@gmail.com
Jamia hamdard University, New Delhi-110062

The inflammation process in the human body plays a central role in the pathogenesis of many chronic diseases.
In addition, reactive oxygen species (ROS) exert potentially a decisive role in human body, particularly in
physiological and pathological process. The chronic inflammation state could generate several types of
diseases such as cancer, atherosclerosis, diabetes mellitus and arthritis, especially if it is concomitant with high
levels of pro-inflammatory markers and ROS. The respiratory burst of inflammatory cells during inflammation
increases the production and accumulation of ROS. However, ROS regulate various types of kinases and
transcription factors such nuclear factor-kappa B which is related to the activation of pro-inflammatory genes.
The exact crosstalk between pro-inflammatory markers and ROS in terms of pathogenesis and development
of serious diseases is still ambitious. Many studies have been attempting to determine the mechanistic mutual
relationship between ROS and pro-inflammatory markers. Therefore hereby, I present the hypothetical
relationship between ROS and pro-inflammatory markers in which they have been proposed to initiate cancer,

atherosclerosis, diabetes mellitus and arthritis.
Keywords: Atherosclerosis , Arthritis , Cancer , Diabetes , Reactive oxygen species (ROS) , Pro-inflammatory

markers

EVALUATION OF SAFETY PROFILE OF YELLOW FEVER VACCINE IN HEALTHY TRAVELERS
Nisha Vohara, DPSRU

ers are traveling to endemic countries like Africa, America etc. and get
the Yellow Fever vaccine (YFV). Like any other drug/Vaccine, Yellow Fever
nts following immunization. All healthy Indian Volunteers visiting the clinic
for Yellow Fever Vaccination were followed up telephonically with prior obtained in.fpxmed ‘co:!sent. On Day
1 & Day 14 visitors were contacted for occurrence of any adverse event followed by immunization. A :otal of
219 travelers was recruited. 200 were successfully followed-up for AEFI with the response rate of 91.3%. The

average age of travelers was found to be 32 Y.+ t.

Every year, many Indian travell
vaccinated before immigration by
vaccine also shows the adverse eve

i j i ith myalgia
Overall rienced AEFI. Majorly fever, diarrhea, headache and fever along witt
R e e g travelers. Maximum number of AE was found in the age

were found to be the most common side-effects amon

group 15-65 yrs (24.4%). No SAE was reported by any age groups (1 day-15yrs, 15-85 yrs, >68yrs).

i i i dverse events
Onth i ing study it shows that yellow fever vaccine produces mild to mogexate a .
but w?tllxj Zitlseoiit!:::;ﬁ:gas we}{l, no medication is required to treat AE. Thereby, YFV is found to be safe and
well tolerated in healthy Indian travelers.

<>




m G OR AFTER ANTI.

NTS DURIN OSINE KINAs
wm?r%(:::gzwon (EGFR) TYR .
FAC

(TKIS)

ADVERSE DRUG REACTIONS INVOLVING C
CEANCER THERAPY WITH EPIDERMAL GROWTH
INHIBITORS

Nimisha Upadhyay

, New Delhi :

DIPSAR ibers of Epiderma] GrOWthwf;(;or famlly.

se for merT Human Epidermal G_ro eceptor |
fferentla'uon.(:ers the overexpression or mut;.mgn of
In many céﬂ‘the approach to cancer therapy in gyey
has been to have various cutaneous adverg,
are seern rash, hand-foot skin reaction ang

tular
ulopu’;ni 1der as compared to those obseryey

dose and even discontinuation of tpe
ti-cancer therapy and ajg,

EGFR is a transmembrane protein receptor tyrosine kina'
These bind to the receptor and lead to cell growth and di
(HER1) is the most common type of EGFR found in humans.
EGFR is observed. Therefore, at present the use of EGFR TKI !
cases. Despite the positive outcomes, such targeted therapies
reactions which are usually mild including pruritus, xerosis, pap
alopecia. Although the side effects induced by inhibitors of EGFR are

; . : ; ion in
with classic cytotoxic chemotherapy they may still lead to reduction :iveneSS f an
treatment if not managed timely. As a result, this can reduce the effec

. i life.
significantly affect patient’s well-being, treatment compliance and quality of o
ttaining and gathering information

A structured literature search was conducted on PubMed with thg goal of ainformation was then used to fory
on cutaneous adverse effects of EGFR TKI and reporting mechanisms. The
this review.

This review provides an understanding of the various cutaneous adverse reactions Zn uﬂ:mz different kinds of
TKI such as gefitinib and erlotinib therapy, cetuximab and panitumumab therapy and otieis.

The management and timely diagnosis of these cutaneous adverse reactions thergfore beco;ng; necessary for
better outcome of the therapy, patient compliance and reduction in chances of skin comorbidities.

AN OVERVIEW OF HEMOVIGILANCE

Priyanka Chauhan and Nimisha Upadhyay

DIPSAR, Delhi

Hemovigilance is a relatively new branch but an important part of quality system branch for blood transfusion.
It is a set of organised surveillance procedures covering the whole transfusion chain which are intended t
collect and assess information on the serious adverse effects or unexpected effects in the donors resulting from
the therapeutic use of labile blood components i.e. red blood cell concentrates, platelets and plasma and ©0
prevent the occurrence or recurrence of such incidents. In this review we discuss the history and present staté
of this relatively new branch of transfusion medicine as well as some developments that we foresee in the nea!
future. The ultimate aim of hemovigilance is to improve the safety of blood transfusion.

Search through various articles published on PubMed, ScienceDirect and WHO website

Hemovigilance is an essential component of quality management in a blood . r the
continual enhancement of quality and safety of blood products and transfusio??'t::;eandbls neecie;ii‘; ad
safeguarding the adverse effects associated with the use of blood Products P §S by mon
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UTILIZATION STUD
DRUG Y OF ORAL HYPOGLYCEMIC AGENTS IN A UNIVERSITY TEACHING
HOSPITAL

M. Aqil, G. Sultana, F
' » G, , F. Hoda*, P. Kapur, M.S. Alam
school of Pharmaceutical Education and Research, Jamia Hamdard, ND, email : agilmalik@yahoo.com

Av i o _
The preser;;i zt:antZ ;uned éOHdetgnmne the firug utilization patterns in type 2 diabetic patients on oral
B ypolece HAHC Hospital, a teaching hospital of Jamia Hamdard, New Delhi.

patients with established type 2 diabetes (n = 218) visiting the OPD and IPD were interviewed using a structured
questionnalre.

Amajority of the type 2 (.ixabeuc Pgtients in this setting were treated with multiple antidiabetic drug therapy. The
most cox.n?nonly p.resc?ll_)ed antidiabetic drug class was biguanides (metformin) followed by sulphonyh;reas
(gumepu'lde),' thla.lzohdmedlones (pioglitazone), insulin and alpha-glucosidase inhibitors (miglitol). As
monotherapy insulin was thfa most common choice followed by metformin. The most prevalent multiple therapy
was a three-drug combination of glimepiride + metformin + pioglitazone. More than half of the type 2 diabetic
patients showed poor adherence (compliance) to the prescribed therapy.

This smFly strongly Mgmights the need for patient education or counselling on use of antidiabetic and
concomitant druer monitoring of blood glucose and glycosylated haemoglobin (HbAlc) levels, diet control,
and correction o.f diabetic complications. Metabolic control was poor and HbAlc monitoring was underutilized.
Clinical monitoring of patients’ adherence to prescribed treatments is recommended and measures should be
taken to improve the same.
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ADVERSE DRUG REACTION MONITORING AND REPORTING AT ADVERSE DRUG REACTION
MONITORING
Shiv Prakash Rajput, Dr. Santosh Kumar, Dr. Mona Verma
Department of Tuberculosis and Chest Disease,
Sarojini Naidu Medical College Agra, UP shivpharmal22@gmail.com

Adverse drug reactions (ADRs)) contribute significantly in health care cost through increased patient morbidity
and mortality. Thus, there is an urgent need to create awareness among health care professionals towards ADR
monitoring and reporting. Main Aim to ADRs Monitoring is to the promoting rational use of drugs, safe use of

medicine, improving patient care, improving public health.

This was a prospective and observational study conducted in Sarojini Naidu medical college Agra fr_om
1* January, Y-V to T'# December, 2017. These ADRs were analysed for the pattern and type of reaction,

body system involved, and causative drug, severity of reaction, their outcomes, management and causality

assessment by WHO UMC causality assessment scale. Total ADRs reported were 150 during one year. Among
nd 10.67 % were serious. 33 % were related to skin, 27 %

them, 89.33 % to be non serious a
o were found to implicated only due

were related to GIT, and 10 % were related CNS and others. Most common ADRs were ‘
: up. In causality

to antimicrobial agents, a maximum number of ADRs were observed in 25-50 years of age gro

assessment, the probable cases had a higher incidence, followed by possible.
s for interventions especially for the avoidable ADRs which

The present evaluation has revealed opportunitie . }
e 7 o the healthcare professionals. Improve the quality of patient

will help in promoting safer drug use, informationt
care and educate to increase awareness.

Keywords: Adverse drug reactions, Causality assessment, ICSRs, Antimicrobial agents
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Rishabh Sharma!, Malika Arora?, Ravinder Garg®, Mukesh Maithani?, Vikas Gupta* Parveen Bansal
' ISF College of Pharmacy, Moga, Punjab, India. ' Puniab. India.
Multid.iscplinary Research Unit, Guru Gobind Singh Medical College, lf‘andkot, 'gj ln;ua
Department of Medicine, Guru Gobind Singh Medical College, Faridkot, Pl-ml ’ Fari;:lkot
University Centre of Excellence in Research, Baba Farid University of Health Sciences, .

Label on the formulation is an index of the safety, efficacy and indications qf its Compoien::ialzsac;ld;:vo: g’:;l
bearing a warning sign/slogan on the formulation is of great help to patients and‘p E.er (; le Althougl"t
Potentially Inappropriate medications (PIMs) are projecting as a major cause of ADR A c; u_]?elep dru % 10 be
American Geriatric Society (AGS) has published Beer guidelines which contain list of m klpf argness "
avoided in elderly patient yet there are reports of PIM related ADRs just be?cagse of lac < O aw e
physicians or inadequacy of knowledge to innocent patients towards PIMs. Inmcatlons/warmnq signs o 1 c;
about schedule of drugs and usage play a major role in avoiding accidental use.of drugs. Hence it was reso ve

to analyse the status of label for any warning sign in all the formulations classified as PIMs as per Beer criteria.

The medicines enlisteq in Beer guidelines we

e procured and critically reviewed for the labelling parameters
indication any cautious statements.

Guidelines are given by FDA and Environmental Protection Agency (EPA). Waste treatment and disposal
methods include autoclaving, incineration, landfill, sewerage, mi ‘ ical dis; fection, and others
(like plasma arc torch, pyrolysis and electro oxidation, quartz i iati

dates to establish a maximum shelf life for a drug
product to minimize wastage. These approaches provide an effective solution

. | ; to an issue that has the potential
to affect much of life on earth to make environment eco friendly.
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RISK ADJUSTMENT IN COMPETITIVE HEALTH PLAN MARKETS

Ashish Batra
ISF College of Pharmacy, Moga, Punjab

t years man i
" 1:::131 i};ISUIers Sig::?fsz;ave chosen t.o use prospective payment arrangements for health plans such
as ) together with health plan competition, as a means of creating incentives to

}:gj ;:;:l :::\;C;i“_;;)h;l:n F::::mgmq?alitz, innovation and responsiveness to consumer preferences. Risk
por! or attenuating problems that thre i i

for resgu;ce.auocanon.m he altl'.l care. Without adequa?elz'isk adjustment, coéf;ei?:gerf;:;’:?;: hfvﬁzt;::iigez
to avoid 1x.\d1v1fiuals with pre.dlctable losses and to select predictably profitable members. This selection and
the resulting mfk segx_nentauon can have adverse effects in terms of access to care, quali'ty and efficiency of
Car?_.We use risk adjustment with the use of information to calculate the expected health expenditures of
individual consumers over a ﬁxct-d interval of time (e.g., a month or year) and set subsidies to the consumers
or heglth plans to lmprove efficiency and equity. Although risk adjusters may be used by insurers for their
premiums. By competitive, we mean markets in which individual consumers have a periodic choice of health
plan and health plans may take actions, such as designing, pricing and marketing their products, to attract or
repel enrollees. Health plans may also manage or provide health care, and this can influence how risk-adjusted
payments should be made; however we focus primarily on plan-level rather than provider-level incentives.

EFFICACY OF ULIPRISTAL ACETATE VERSUS LETROZOLE IN REDUCTION OF SIZE OF
SYMPTOMATIC UTERINE LEIOMYOMAS

Dawra S, Goyal S, *Duhan N, Gupta MC
Department of Pharmacology, Pt. B.D. Sharma, Medical Sciences,*Department of Obstetrics and
Gynaecology, Rohtak (Haryana), 124001, India. sanal41095@gmail.com

Uterine fibroids (leiomyomas), are the most common benign gynaecological tumors, and lead to symptoms like
menorrhagia, pressure symptoms, pelvic pain and infertility. Ulipristal acetate, is a recently approved selective
progesterone receptor modulator (SPRM) which has been shown to gxert antiproliferative, antifibrotic, and
proapoptotic effects onleiomyoma cells. Letrozole is an aromatase inhibitor and involves inhibition ofaromatase
enzymes thus preventing the conversion of androgens to oestrogen. To evzfluate the effc'act of ulipristal acetate
as compared with letrozole on uterine myoma size and pressure symptoms in reproductive age group women.

This Prospective interventional study was conducted on 46 premenopausal women aged b<_etween 20 gnd
50 years with myomas 22cm in size and menstrual or pressure symptoms who were randomized to Iml;:l
treatment for up to 12 weeks with oral ulipristal acetate(group 1) ata dose of 5 mg per day or to Iedcieeldve o
letrozole(group 2) at a dose of 2.5mg daily. The feffect of the drugs on p1_'essu:e symptoc;n:l wtai stu o ;s;ng
Visual analog score (VAS) and on myoma size using ultrasonography which were recorded at base

12weeks.

i 1 and from 62.17 + 13.8t0 28.56 * 17.51in
VAS Score was reduced from 50,13 £ 16.6 to 18.13 £ 12.9 in group =4 >
i ize was reduced from 3.9 * 1.T cm to
s, i 12 weeks respectively. The mean myoma 8 :
g.IB +p124a;$§;eh2§ea$csi ra;ceiv‘mg ulipristal acetate and from 4.4 * 1.9 cm tq 38+18 cmmm tlitxozcgz g;:\;[;
p th_ . d . The reduction in the VAS Score and mean myoma size betweeft e two group e
Stati:tizfatn Of';:ig eel:s(.p vaelue<o 05) at 12 weeks. Ulipristal acetate showed more reduction of myoma size
: Y sl cant (p- g

Improvement in pressure symptoms as compared to letrozole in fibroids.

Keywords: Uterine leiomyomas, Ulipristal acetate, SPRM, PBAC score
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ents with Chronic Obstrucuve
in subjects with CV risk. pq,
lp in identifying high Cyp
risk. The study aimed to compare apq

diovascular risk assessment in Indja,

Cardiovascular Disease (CVD) is one of the
Pulmonary Disease (COPD). Various CV ris

the prevention of CV diseases, it is essential to find out lo-ye . the
risk individuals, albeit without underestimating or overestimating -
comment on the various cardiovascular risk score calculators for €

subjects with COPD. s
ere included in a case control stugy

COPD patients and controls were matched for age ina 1:1 matching ffﬂ:g“; willing to give a written informeg

Th . ’ Q years s I -
e study included only those patients who were above;a tozy giscase and chronic inflammatory conditions,
S3), QRISK2, Reymnolds risk score

consent and having no primary diagnosis of another resp lator-3
Cardiovascular risk predicti int British Society calculator= ; '
prediction models of Joint Britis tsyess the 10year cardiovascular risk for the COpp

(RRS) and Framingham Risk Score (FRS) were utilized to as
group.

A total of 4(? COPD patients and 40 controls were include
(Interquartile range) of §9.50 (11.00) years in COPD group

FRS calculator has identified maximum number of subjects (45%) to be
concluded that FRS calculator was most useful for identifying high CViris

DESIGN AND DEVELOPMENT OF LIPID NANOPARTICLES FOR EFFECTIVE TREATMENT TO
RHEUMATOID ARTHRITIS

d in the analysis. The study subjects had a median age
and 56.00 (17.50) years in control group (P=0.523g),
in high CVD risk category. The Study
k subjects in COPD subjects.

Asiya Mahtab!, Sushama Talegaonkar? Mohd Aqil? *?Ph i
L ““Pharmaceutics, SPER, Jamia Hamd - 1, Indi
stalegaonkar@gmail.com i

Designing a robust functionalized nanolipi i
pid carrier system which i i
th ; : would deliver an umatic drug only
- e target area. This wo'ul.d. be an eﬁecnve approach to deliver lipid carrier f : tn'l}e R tin e e
vercome unwanted toxicities associated with existing arthritis therapi o for effective targeting to i
es.

The research is aimed at developing lipi
ping lipid-based nanoparti :
film b y i i particles havin, MARD 5
-hycr)cga.nc-m r;etho: :s;?g lilpf‘ld S100 a1.1d llgand. LNPs were charagct]:rized f' LNPs were prepared by thr
emvem suummCh ' MTrLNPassay subjected to in-vitro characterization and RAWY zgi ?Sc. mean droplet size alnhd
. -1 was selected to study

The parti i imi
particle size and PDI of the optimized formulations was 128.9+0.2
v=U.anm, 155.6+1.2 nm and 131.3+0.500

respectively. Zeta potential was 12.6+ 0 2nm, - +
® . . 1 10-2_0 8nm and 29 4+ 0.6 rere
dxspersed and pr well- i li - nm Ihe spherical “emc}es

P esented a well-defined outer pld bilayer. . i ) P . .

liposomes. Through DSC, it could b TEM i
maiing potutiefite dog i the Crysfa;?:: ft;lat TEF presented a singllrzasies showed the surface coating
hours. Using this well-established cellular mrc:?l. lOPtumz_ €d LNPs showeq AP peak that corresponded 10 the
encapsulation strategy is more effective than theefr: ; mﬂdmam tion, we ha\ér\ewm:_lmed release pattern after 3
" ev ’
g. uated that a liposomal &

Results demonstrate that this approach will i
prophylactic against the ad ot of ooy Provide effecty
g e advancement of cartila, € treatment
ge degeneratiop, for RA and will serve as a P°tential
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LIPID BASED NANOPARTICLES AS A POTENTIAL NANOCARRIER FOR IMPROVED ORAL DELIVERY
OF E[EMESTANE: FORMULATION DESIGN, PHYSIOCHEMICAL CHARACTERIZATION, IN VITRO
- AND EX VIVO INVESTIGATIONS
mmx, Kanchan Kohli** "?Department of Pharmaceutics, School of Pharmaceutical Education and
Research, Jamia Hamdard, New Delhi-1]10062
archu.singhl@gmail.com

Exemestane (EXE) is an orally acti.ve i-rreve.rsible aromatase inactivator used for the treatment of advanced
postmenopausal breast cancer. But its b{oava1lability is about 6% due to low solubility in water and the extensive
first pass effect. This s?ufiy aims to c%esxgn anc.i fabricate an optimized Nanostructured Lipid Carrier (NLC) of
EXE, which permits efficient absorption following oral administration.

EXE loaded NLC was prepax_‘ed by ultrasonication. Central composite design (CCD) was used to determine the
role of key independent variables affecting the dependent variables particle size, PDI and % EE. Moreover, ex
vivo and in vivo efficacy of the formulation was measured by gut permeation study and MTT assay respectively.

The optimized formulation demonstrated almost spherical morphology under TEM analysis with particle size
of 155.6+3.66 nm, PDI 0.133%0.97 and zeta potential -29.0+0.65 mV. In vitro release studies founded sustained
release over 24 h in Phosphate Buffer Saline pH 7.4. DSC study had demonstrated reduced the crystallinity and
stability enhancing the effect of NLC. Ex vivo studies and Confocal Laser Scanning Microscopy (CLSM) showed
the formulation has better permeation when contrasted with drug suspension. MTT assay revealed that the
formulation cause sufficiently more cytotoxicity as compared to drug suspension due to greater bicavailability

and greater penetration.

Finally, NLCs made of Precirol ATOS and flaxseed oil improved the oral bioavailability and permeability of the

drug through the intestinal milieu.

PHARMACOVIGILANCE IN GENOMIC ERA

Garima Adhaulial, Divya Singh!, Suchi Jain', Shireen barua!, R.K Dixit!, A.K Sachan’
Department of Pharmacology and Therapeutics ,K.G.M.U Lucknow

watch on drugs during the post marketing period regarding any adverse
als. Pharmacogenomics is the study of genetic basis for variation in drug
has been attributed to difference in genetic composition

nalized medicine.

Pharmacovigilance means keeping a
drug reactions in susceptible individu
response. Interindividual variability in drug response
among individuals and tis gave origin to the concept of perso

' harmacogenomics to

Use of internet and social networking to study and analyse the benefits of integrating p.
pharmacovigilance and concept of personalized medicine.

Use of genetic information along with the molecular basis of the disease give rise to the concep!t of personalized
medicine that is highly efficacious, safe and free of side effects. By underst.andmg the g_enenf: cpm;oaslxnon
and all the genetic predisposing factors responsible for adverse drug reactions (ApRs) in an mdxv:hu ;\ax:
provide the best treatment option for an individual. There are various pt'larmacog.eneug tests such as ossr ona
concentrate on the enzymes required for metabolism of drugs, identifying sp_ecmc loci on gene havmc_:s e g
Predisposition to adverse drug reaction due to a particular drug etc. Applying these pharmacogenetic

before the introduction of any drug can prevent the occurrence of ADRs.

Pharmacogenomics is an up-growing branch that deals with how genetic make- up can affect pharmacokix}encs
and Pharmacodynamics responses of drug therapy among individuals. Contnbptlon of phmacogenomcs to
Pharmacovigilance helps to identify all those susceptible individuals that are at increased risk of development
of ADRs.

Keywords: Pharmacogenomics, Pharmacovigilance, Adverse drug reactions, Personalised medicine
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imultaneous estimation of
. thods for 81
ometric me

" i d on solvj
The present work aimed to develop and validate spectrophot let dosage form. Method is base . Vlng_a
Tamoxifen citrate and Broccoli extracted drug in a pure and table oli extracted drug wgre measure : at ?heu'
simultaneous equation. Absorbances of Tamoxifen citrate and BIOZ e validated according to ICH guidelineg,
respective absorbance maximas (Amax) of 278 and 260 nm. Method ar

s 2-20ug/ml at respective selecteq
A linearity range for Tamoxifen citrate and Broccoli extracted dl";g r:zsnzalf d‘;(g) r Broccoli extracted drug a
wavelengths. The coefficient of correlation for Tamoxifen citrate at 2 oxifen citrate and Broccoli extracteq
260 nm is 0.9981 and 0.9997, respectively. A percentage estimation of Tam tandard deviation less than 2, T,
drug from the tablet dosage form is 99.99 and 99.94 respectively, with a 8 essfully for routine simultanegy,
proposed methods are simple, rapid, and validated and can be used succ:l ¢ Gagaig 10CTS,
estimation of Tamoxifen citrate and Broccoli extracted drug in a pure and table

, etric estimation, Tamoxifey
Keywords: absorbance ratio method, simultaneous equation method, spectrom

citrate, Broccoli extracted drug

A COMPARATIVE STUDY ON EFFICACY OF LATANOPROST AND TIMOLOL IN PRIMARY OPEN
ANGLE GLAUCOMA

Gupta N, Chandra S, Shaifali I, Aggarwal .

Glaucoma is a chronic, progressive optic neuropathy caused by a group of ocular condition which leads i
damage of the optic nerve with loss of visual function. It is 2™ leading cause of blindness. In this study we
compared the Efficacy of Latanoprost eye drop Versus Timolol eye drop in patients of glaucoma.

It was a comparative, prospective, randomized, open label interventional study of 6 month duration, conducted
in the department of Pharmacology in collabora

tion with department of Ophthalmology, Rohilkhand Medical
College and Hospital, Bareilly.

A total of 40 cases of age >40 years satisfied the inclusion criteria and comp

then randomized and divided into two groups. Group L (n=20) received Latanopros

; . i t e and
Group T (n=20) received Timolol eye twice a-day. The mean IOP at baseline of bc?th the ;Ieoiiazp Oncceo ?n iaazame
(p value=0.623).Although both the regimen individually produceqd significant reduction in mean IOP (P<0.09
but there were no statistically significant difference (p >0, an g

05) when the
regimen were compared at each of the 3 follow ups. We also “hean value of the IOP of both te

observed i : .
mean IOP from baseline to the final follow up in Latanoprost group. La a higher reduction in percentage gi

; : tanoprost < in
aily dosing of Latanoprost leads PIOSt group has a higher efficacy

rised the sample size. They were

In Mizo tradition, though fish is not a major source of food

. but as m
increasing, fish has now become an important part of he OTe and moye jjf;

althy diet available i, estyle related diseases

Aizaw)] market. By nature, fish



ontal fat free an“mnoﬁf;ﬁezig;rghmh is susceptible to spoilage by microorganism and biochemical
reacﬁ ons- :;‘];;‘]a}i)ncfease e shelt lif;-_- Fl‘;:;l;?:r; agd fishermen carelessly use formaldehyde as preservative
whi e . ehyde is known to cause cancer. F alin i

agem™ abated in fish markets of the =SONIVL U PISCRCS MRS Rey
_ n un : country due to some unscrupulous t 's ill i i

g"lgrl‘iggence of the public consumers to check the trends. . PRees dll enfions and.als

ne!

The present study was conducted for quantitative analysis of formaldehyde presence in common fish species

b 1.C method. A survey on cancer patients and fish consumers was conducted to find out their eating habits

ofyﬁsh and they were surveyed in a face to face contact using pre-tested questionnaire.

er to aﬂ'oz.'d suitabl_e measures to moderate the situation, present study was conducted to investigate the

tatus 5 formélm.laced fish marketing and also to coll.ect data regarding the eating habits of fish and to spread

§ wareness of its impact on human health. The analysis of the study indicates that formalin was present but in

permissible limit.

ADVERSE EFFECT IN BLOOD TRANSFUSION: A NEED FOR CRITICAL HAEMOVIGILANCE
Anushma Chorsiya and Mahaveer Dhobi

Delhi Pharmaceutical Sciences and Research University, New Delhi. mahaveer.pharma@gmail.com

n ord

The study tends to elucidates Haemovigilance which deals with the adverse reactions reported during blood
transfusion. The present also focusses on the available haemovigilance system used as practice as minimum

standard globally.

A critical review method was conducted using large databases like Pubmed, JSTOR, MedlinePlus, Hubmed and
CiteSeer* were searched. The search terms “Haemovigilance”, “Blood Transfusion” and “Blood Transfusion
reaction” were used. A total 7 paper were included as per the inclusion and the exclusion criteria. The
result signified the major adverse reactions occurring were due to immunological haemolysis due to ABO
incompatibility and alloantibodies, non-immunological haemolysis, transfusion transmitted bacterial infections
and hypersensitivity/ anaphylaxis. While some other reactions cannot be categorized in specific category
were mild allergic reactions, mild fever/chills, hypotension, dyspnea/mild breathlessness, pain at infusion
site, chest pain/discomfort, tingling and numbness, anxiety and hypertension.

In India, Haemovigilance program was launched at national level on December 10, 2012, but across the globe
it came into existence nearly a decade ago. Haemovigilance still required to meet the deficiency at grassroots
level, Furthermore an insight of research in haemovigilance need to be focus to strengthen the haemovigilance

system all over country.
Keywords: Haemovigilance, Blood Transfusion, Adverse Reactions.

ROLE OF PHARMACOVIGILANCE IN PHARMACY PRACTICES IN INDIA: A REVIEW
Rohan Aggarwal

Department of Pharmaceutics, DIPSAR

safety is a dynamic process that involves
tical products in order to understand the
lays a significant role in the
harmacovigilance and the

thcovigilance (PV) or the pharmacological science of drugs
Various steps like detection, assessment, screening of pharmaceu
Interaction a drug may have in the human body. As this field of clinical science p
healthcare services, in this paper, | intend to trace the history and development ofp
related pharmacy practices in the Indian Scenario.

The paper will try to achieve it objectives by doing a review of literature with help of secondary sources like
Journal and newspaper articles, government reports, blogs etc.

A robust PV is salient to the medical system. Since the field of Pharmacovigilance is fastly growing, there isa



i be existing ;
at might i g in
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dire need to take a step back and look at IS paStolssible when the
regulatory frameworks and policies. This is only P

Practices are critically reviewed.

AND ITS
170 YEARS OF PHARMACOVIGILANCE

Shweta Mittal and S.:::
i e
Delhi Institute of Pharmaceutical Sciences and

: 1 h
shwetamittal489@gmail.com, ai8

; ience relat tymology of th
Pharmacovigilance or drug safety, is a pharmacological scien eutical products. The e gy € wor

h c "). Medication err
monitoring, and prevention of adverse effects with pharma (Latin: “to keep watc!'\ ) oo ot ors,
“pharmacovigilance” is: pharmakon (Greek: drug) and vigilare g AT preastfeeding, are aiso of intereg;

' during pregnan _
o ST he lancet” and implemented the knowledge in, thig
llt e a

g and future aspects of thcow )
teenage girl died of ventricular fip rillat,
discoveries and even, Committeeg "y

shm;larg :shp Vihar, Sec-1II, New Delhi
arcn,

g1698@gmail.com

dtothe collection, detection, assessmem
e

We researched through several articles on websites like fis
abstract. We have focused on history, various ongoing researc &
Pharmacovigilance’s origin dates back to 1848 in England where
due to usage of chloroform as anesthesia. Since then various articles,
established which would act as spontaneous reporting systerm.

: ous thalidomide wi 1
In 1902, ‘Biologics control act’ was passed, followed by ‘food and drug act.. ng:aIvrs}HO’s involvement in App,
was done in 1961, followed by formation of yellow card scheme PY UK o - New clinical regulation w,
started in 1967. In 2012 GvP's were released to expand and clanfy the 1ssue131.A o T Edieog e
signed in 2014 to replace old ones. The newest introduction in this field are BC P eror,

herbovigilance, oncology researches and eco Pharmacovigilance.

Pharmacovigilance continues to play a crucial role in meeting the challenges posed bY_ &.19 ever ipaeasug
range of medicines, which carry an inevitable/unpredictable potential harm. Therefore, it is essential that we
know the posing dangers and possible remedies or precautions.

Keywords: Pharmacovigilance (PV or PhV), Barcoded Medication Administration (BCMA), Adverse Dmg
Reactions (ADRs), GvP (Good pharmacovigilance practices), WHO (World Health Organisation)
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BLOOD TRANSFUSION - REACTIONS AND PREVENTION

*LQgp_e_xldE_smgh Chauhan, Akshay Kumar

Delhi Institute of Pharmaceutical Sciences And Research (DIPSAR), New Delhi India

. : X Uniteq g
accompanied by unfavarable reasions, Major Complicationg fr?;tesi)mo Percent of all blood transfusions®
febrile and bacterial reactions; circulation overload:; emboligy, M bloog 'ransfusion are hemolytic allerd®

ANsmission of infections agents (hepaun&‘




e use of saline-washed blood transfusions have reduced the incidenc
1 e of adverse reacti is i
actions. This is

ntly th
e { the removal of leukocytes and plasma achieved by the washing proce
SS.

me result 0.
Lds: Blood Transfusion, Prevention, Saline-Washed, Adverse Effects

Keyw°

PLATELETS CON CENTRATE - CONTAMINATION AND PREVENTION

‘ mgghazjmmg:i. Deependra singh Chauhan
* Delhi Institute of Pharmaceutical Sciences and Research (DIPSAR), New Delhi, Indi
’ ’ a

curr
jikely

verview the contamination of platelet concentrate used for transfusi i :
:esent contaminat.ion (.iuring storage Platelet concentrate (PC) tr.:-msfusiors::):;lreé:l1 if::‘%u:grggfﬂzgﬁomes e
o prevenf bleeding in cancer, haema.tological, surgical and trauma patients. PC availabilit]y is li > f.:ontrol
e developmem of platelet storage lesions (PSLs) and risk of bacterial contamination. PSLs are umtgd ¥

. mical, structural and functional changes that occur from blood collection to .transfusiona E;'eﬂgg "
exposure t0 artificial surfaces 'and high centrifugation forces during PC preparation initiate PSLs b . r}ef,

Jatelet activation, &agmentatlon and biochemical release. Recent method for prevention of cont‘;nz:\ftlin i
include cryopreservation and cold storage. They offer the potential for prolonged storage reduced bacterios
liferationand improved haemostasis in trauma population. Nowadays ultraviolet based pa’thogen inactivation
em is used. Currently, three PI systems to produce pathogen-reduced PCs are commercially available
n the presence or.absence of a photosensitizer. The INTERCEPT system uses amotosalen as
c':ombmatlon with WA light (320400 nm). The MIRASOL system uses vitamin B2 (riboflavin)
tizer and UVA/ UVB light (270-360 nm). The THERAFLEX-UV Platelets system uses UVC light

trong agitation which facilitates light penetration We have completed literature search
e keywords ‘platelet concentrate’, ‘platelet storage

pro
syst
utilizing UV 1
photosensitzer in
as the photosensi
in combination with s
from PubMed, ScienceDirect and Google Scholar with th
Jesions’ and ‘prevention of contamination’. PSLs develop during PC preparation and storage. Mechanical and
biochemical forces during PC preparation induce platelet activation which persist throughout storage duration.
Current developments to reduce room temperature PSLs have focused on reducing platelet glycolysis and

activation, via bag material, storage media changes, cryopreservation and cold storage.

Keywords: Platelets, PSL transfusion, cryopreservation,, ultraviolet

MEDICATION ERRORS
is

M.Pharma, Department Of Pharmaceutics, Dipsar, New Delhi-110017
e patient. Exrrors are preventable
trol of health care professionals,

Most common error involves

ocedure that can harm to th
he medication is in the con
es, error can harm our lives.

Medication errors are the failure of treatment pr
event that may cause inappropriate uses while t

patients or consumer. Just as drug can save our liv
medication, related to administration of improper doses, omission errors, and prescription error and also

due to patient unawareness. Errors arises due to many reasons like incomplete patient and drug information,
mlsco.mmuniCéltion in drug order, lack of appropriate labeling of drugs, environmental factors etc. but the
most important cause of medication error is lack of pharmacological knowledge, wrong doses and also use gf
.abbr?"iaﬁons instead of full names. Medication errors have important implication for patient safety and their
identification is necessary to improve clinical practice. Detection of errors done by computerized monitoring,
Cha-n review, administrative databases and also using direct observation which includes direct reporting a‘nd
Patient monitoring. Pharmacies, nurses and medical practitioner should take of administration of medication
to prevent errors. Pharamacovigillance also provides a system to identify these errors. Tools §uch as audit and
FMCEA are used in error prevention. Errors in general can be prevented by proper handling and storage,

double checking, reconciled procedures, Cross checking of zeroes and decimals. Reduction in medication
errors brings a better healthcare system for human beings and others.

n error, pharmacovigillance, pharmacological

mission error, implication, omissio

Keywords: Medication error, 0
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b transfusion reaction along .Wlth Varigy
2 oausec ¥ jent safety with regarq %
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Delhi Institute of Pharmaceutical Sciences and Rese

To overview Transfusion-related acute lung injury . in ensuring pat ; ;
methodologies to prevent it. Hemovigilam?e plays an essential rolesilﬁl be associated with adverse reac':tlom‘
blood transfusions. Transfusion has become extremely safe but ca]::au'acte1’izt==d by acute_ YeRpRaiony dlstresa
Transfusion-related acute iung injury (TRALI) is a syndrome c ding © ause of transfuswn-relatgd moﬂalitwﬁ
within 6 hours following blood transfusions and is presently the lea o observed. Hypoxemia and lyp
Tachypnea, tachycardia, and elevated airway pressure are .ﬁequ I and half of patients show a pinkigy
infiltrates are detected on chest X-rays in almost all patients with o;qe—third of patients with TRALI, Thezé
frothy sputum [25]. Fever, hypotension, and cyanosis occur in 1es8 ol . nmune-mediated and non-immyp,
are two mechanisms which lead to the development of the syndrome: 1 ukocyte antigen) antibodies clagg|
mediated TRALL Immune-mediated TRALI is caused by anti-HLA (human leul cytesi.e HNA (human neutmphji
I and/or less frequent antibodies directed against specific antigens s ¢ with the donor’s or recipieny
antigen), which can be present in the serum of the recipient or donor, v rfaatche first-hit leads to localization s
leukocytes, respectively. A two-hit hypothesis has been suggested” el aforementioned antibodi o
neutrophils to the pulmonary microvasculature. The second hit occurs when the alore ol T es are
transfused and attach to and activate neutrophils, leading to release of C_Yto.kmes G of YinVv.a. .5@093
that induce non-cardiac pulmonary edema. Several studies have reported incidence ranges t theraoy i i
fresh frozen plasma (FFP) to ) in ¥ units of whole blood. Supportive care 18 the mamstay of therapy mmm
Oxygen supplementation is employed in all reported cases of TRALI and aggressive respiratory suppon.,s
needed in 72 percent of patients. Intravenous administration of fluids, as well as vasopressors, are essential
for blood pressure support. Use of diuretics, which are indicated in the management of transfusion associated

circulatory overload (TACO), should be avoided in TRALI. Corticosteroids can also be beneficial. We have
completed literature search from PubMed, Google Scholar and Wikipedia .

We can prevent this by investigating the donors for HLA and HNA antibodies and defer them from future
donations. We can also defer multiparous female donors as they have conceived more than one child and
might have developed the antibodies through exposure to fetal blood thus they carry a higher risk of inducing
immune-mediated TRALI and therefore predominantly collection is from male donors, use solvent detergen
treatment plasma screening for donors with anti-HLA antibodies thus mitigating TRALI risk from platelets and
mitigate TRALI risk from RBCs are some of the ways by which we can reduce the risk of TRALL
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SYSTEMIC REVIEW OF PHARMACOECONOMIC MODELS OF SCHIZOPHRENIA
Anjali Sharma
Delhi Institute of Pharmaceutical Sciences & Research, M.B. Road, Pushp Vihar Sector-3, New Delhi

To identify economic models of pharmacotherapy for schizophreni
and to chnpare cost-effectiveness of atypical antipSYChotiss in tr:::;: (:ztp;?:s;\itzthe structures qf thel.:.:! I;Zd::
severe and chronic mental illness, it imposes a great burden on both SEhiamie oPh:e.ma. S(.:hxzo'p eﬁmal
societal cost ranges from 37% to 214% of GDP per capita. Many treatments ar s anfi quality of 11f‘e. It'ses e
very different benefit/risk profiles. Economic evaluation produces data ince avallal_ale for sc?uzoph:remer.wﬁts
of the treatments. This approach to the evaluation of ahttps://doi.org/ 10 lcigpm'atmg the risks and 1; o
evaluations outweigh clinical trial based analyses. However, model-based 5/03007995.20 10_5?759 n e'
conclusions on cost-effectiveness for the same comparison, even when sa::t:t:::;gellrf‘ay ge;l:;lrate 1_nco::c115
elling technique 1s us¢™

Considered all model-based economic evaluations published after 2 ine 8"
Embase via Ovid. A pattern of pharmacoeconomic models for schi oo xched using pubmed Medlmiufats

i i delling shoul ifi
on general Schizophrenia future mo g should conce )
) d level models should be used in fun?:;ate On rare cases of schizophIenia- Mor®

foc
subtle structures and pattern-
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GOVIGILANCE RISK ASSESSMENT AND DATA ANALYSIS TOOLS FOR ADVERSE EVENT
PORTING OF SODIUM-GLUCOSE CO-TRANSPORTER-2 (SGLT2) INHIBITORS: A SYSTEMATIC
RE REVIEW

Arshvir Kaur, Rajani Mathur
nt of Pharmacology, Delhi Institute of Pharmaceutical Sciences and Research, Mehrauli- Badarpur
pepartme road, Pushpvihar, Sector 3, New Delhi, India.

gelectivity aids identification of unique targets in modern pharmacology. Tt'1e‘ Sodium-Glucose co-Transporter-2
(sGLTZ) Jocated m kldne_ys, prompted companies to develop SGPTZ inhibitors that blocks the re-absorption
of glucose in the kidney, increase glucose exc.renon, thus preventing the occurrence of hyperglycemia, along
with body weight and bloqd pressure redw_ucnon. The qmrent review focuses on adverse event reporting of
SGLT2 inhibitors. The studx_es on _type 2 d1'abetes mellitus patients published from 2008 to 2018 on Google
scholar and PubMed, were 1dgnt1f1eci: adopting Boolean search methodology in accordance with the Preferred
Reporting Items for Systematic Reviews apq Meta-Analyses (PRISMA) guidelines, incorporating keywords
like, -phannacovigilance’, AND, ‘SGLT2 inhibitors’. The thirty articles included in review reported that SGLT2
Inhibitors found to increase the risk for genital and urogenital tract infections, diabetic foot syndrome, toe
amputation (dapagliflozin); diabetic ketoacidosis, kidney damage, lower limb amputation (canagliflozin
and empagliflozin); pruritis etc.. The risk assessment tools offer limited information, no therapeutic drug
monitoring studies (individual case safety reports reported in global and national databases), exposed to
bias, redundancy (disproportionality analyses or meta-analysis), overlook demographic heterogeneities and
reporting behaviors (voluntary/spontaneous reporting), unpublished and missing data issues (clinical trials-

long term and pilot studies).

The quality of pharmacovigilance risk assessment techniques must be assessed to assure their responsible
use and publication, facilitating clinicians, reviewers and editors to avoid overlapping research and finally
establish their transferability in clinical practice.

Keywords: Sodium-Glucose co-Transporter-2inhibitors, pharmacovigilance, diabetes mellitus, hyperglycemia.

ROLE OF PHARMACOGENOMICS’ IN DRUG DISCOVERY AND DEVELOPMENT

| Keshari Roshan*, Dr. Harvinder Popli
Delhi Pharmaceutical Sciences and Research University, (Govt. of NCT Delhi), New Delhi
roshankeshari220@gmail.com

ated term as there is no standard definition of the

cogenomics. Pharmacogenetic is used to differentiate between the compounds but Pharmacogenomics

is a term used to differentiate between the patient that are widely used for the drug development and therapy.

; cogenomics is the broad term in which we study about all the component of genes to find out various
hemotherapy and oral-anticoagulant

(:re;e:nmam of drug response. The various treatment therapy like cancer CReie= = . icity and failure
y theOW carried out with the help of pharmacogenetic status of patient, to minimize the toxicity anl Y

e hdIug therapy. At present the traditional method of selection of drug and f:losage form is replace :]
thenp. armacogenetic method. When this principal is implemented on drug sy A e e o
: It reduces the drug dose, Increase rate of absorption and drug targeting etcetera. Cment success gf
Pharmacogenomics can be found in different dosage form like codeine, Warfarin, Carbamazepine .1t is usedin

Varj
Ous stage of drug development which are mentioned in table.

gha"““Ogenomics and pharmacogenetic are two inter-rel

Application of Pharmacogenomic

Prig target identification Identification and characterization of the gene coding for
P the drug targeting and to assess the variability,
15e I clinical trial Patient selection- inclusion/exclusion criteria

& D




ection

ini : Dose range 591‘
Phase II clinical trial Dose modification alts based on pharmacogeneticg

i f trial res
ini ; Interpretation ©
Phase III clinical trial test results — with pharmacogenomicg

ge eve
lysis of report adver '
T e i:; }crluring development bY A

Personalization of

) _ Pharmacogenetic
Patient therapeutics Identification of resp

Identification of high risk grou

—_—

onders and non-responders.
p of adverse event.

—_—
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= SIFICATION
AN INSIGHT ON CHILDHOOD INTERSTITIAL LUNG DISEASE - CLAS ’
PATHOPHYSIOLOGY, TREATMENT

Wal®
Madhvi Chaubey!, Akanksha Pandey, Nikita Saraswat” ,Dr. Pranay
L23Pranveer Singh Institute of Technology, Kanpur-

Childhood ILD is a broad term for a group of rare lung disease that can affect infants, children, and teens

The prevalence rate of chILD has been calculated and found to be at 0.13-16.2 cases per 100’090 children per
year in India and median mortality in the developed nation was found to be 13 percgnt. 'I’h.e' disease leads o
lung growth abnormalities, neuroendocrine cell hyperplasia of infancy. Pulmonary interstitial glycogeposm,
developmental disorders such as alveolar capillary dysplasia. The pathophysiologY_ of the dlse'as o
significant generally the exchange of gases in alveoli and perialveolar get derange, restrict lung physwlogy and
functioning. Risk factors for the disease include the family history of interstitial lung disease or cluld.hqod 1D,
having inherited surfactant disorder in family history, having immune system disorder, having the autoimmune
disease like collagen vascular disease. The certain type of childhood ILD is most common in infants and young
children, while others can occur in children of any age. Screening and prevention of disease at this time is quite
challenging, PFT, X-ray, CT scan are methods for diagnosis. Corticosteroids, hydroxychloroquine, mucolytics
are few medications prescribed in chILD.

P71

PHARMACOVIGILANCE IN PHARMACY PRACTICE

Nidhila Saji
Teerthanker Mahaveer University, Greater Noida

World health organization (WHO) defines pharmacovigilance as the science and activities relating to the
detection, assessment, understanding and prevention of adverse effects or any other possible drug related
problems. As a care provider and in the context of pharmaceutical care, the pharmacist has a responsibility and
an active role in monitoring the safe use of medicines. Pharmacovigilance basically targets safety of medicines.
Pharmacist plays a crucial role in health systems in maintaining the rational and safe use of medicines since
they are drug experts who are specifically trained in this field. Effective use of Pharmacist’'s workforce wil
improve the outcome of the pharmacotherapy as well as decrease global health costs.
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PHARMACOECONOMICS ANALYSIS : THE NEED OF HOUR

Divya Singh!, Garima Adhaulia', Suchi Jain', Shireen barua, A K Sachan', R X Dixi!
Department of Pharmacology and Therapeutics, K.G.M.U. i Luckn'o“;

Healthcare in India is still in a lingering position where despite the massive Production and innovation I
pha.rmaceuticals majority of the population fails to derive essential healthcare dye to costly and I;E;oof et
The cause for this scarce supply and lack of resources ig due to inappropriate Selectionpof e

expenditure-



T k of policies and ideli ;
edication, l1ac pe _ gudelines which agh
g:e population and fit in their expenditure iy €re to the rea] world eviden

. out unneces ce and requirem
sudy is an overview of the present status and to thr STV Stress on the patient who is the panreerms-rhoisf

. . : ow li iy

cudies in India. r;'lu_s review article involved the use of mtlérgrmt?;;h;a:%mﬁcax}t need of Phafmacoeconomc

find articles depicting the present status and recent proposals made in hZ::‘hhke Pubmed, Google scholar to

context. Government policies controlling drug prices and guidelines maki s Pharmacoeconomic

National pharmacgutlcal pricing policy (NPPP) Private-public collaborated m‘:g heglth policies like drafts of

Jooked into to derive updates. Keywords like Pharmacoeconomics, Healthcar: r;l:dl::: :;I ?C[ AL 2015 were
' atus were searched.

80% of India’s popu}ation is not covered under any health insmanizagz?g :: ;29 d::ebpmg world, about
scheme. The countries G_DP expenditure on health care is as minimal as cumu]ati{rg 4 ;Or/mn er_':halded l'nqealth
the public sector which is the lowest globally. Most of the expenditure about 80% of th;s: ]V:l thm-llY At
private or out of POCl_«‘-‘t- The pharmacoeconomic status lags much behind the doable situati?:m " B
on pharmacoeconomic studies to derive data which fill in gaps :

Emphasis
strengthening the healthcare insurance and selection of the most

for building the foundation of such schemes,
) : ) appropriate drugs by the health i
can help transform the situation and aid medicines to reach the i o i

compelling demand in the needful population.
Keywords: Pharmacoeconomics, India, Healthcare, Need , Healthcare insurance
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Medication errors
Shivani.
Dept. Of pharmaceutical education & research BPSMV College Sonipat (Haryana)

Introduction: - Medication errors are common during transitions of care. Dispensing errors are common in

hospital pharmacies. Investigating dispensing errors is important for identifying the factors involved and
developing strategies to reduce their occurrence.

Methods: - A systematic search was conducted to detect published reports of randomized trials using the
National Library of Medicine’s PubMed database, the Cochrane Database of Systematic Reviews, and Google
Scholar inclusive to August 17, 2018. Search terms included pharmacist, medication, errors, readmission,
transition, and discharge. A priori main outcomes included medicat%on. errors aqd health-care resources
utilization (hospital readmission and/or emergency room visits). Quantitative analysis was performed using a
random effect method.

Results: - Thirteen randomized trials examining 3503 patients were included in the final analysis. ;.h‘z;gg’:gz:
effect of the 10 studies evaluating the effect of pharmacists int_ervennon on tl}e mcxodenc:laﬁ ?:lf I:::e ; erval [CT)
during transitions of care favored pharmacist over control ‘wnh an odds ratio (is o C(:-ist i::tervention on the
of 0.44 (0.31-0.83). The overall effect of 4 studies evaluating the effect of a p arir:tamt ervention, odds ratio
incidence of emergency room visits compared with control favored the pharmac

(95% CI) of 0.42 (0.22-0.78), number needed to treat (95% CI) of 8.8 (8.4-31.4).

5 edication errors
Conclusions: - Pharmacist transition of care intervention is an effective s(;rat:sg}; l:g::;i::; x:mexgency wioo

. . e iat i ion also reduc . .
after hospital discharge. In addition, a pharmacist mterventtilo o improve patient s afety and quality during

visits. Hospitals should consider implementing this interven
transitions of care.
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stoma cell line U8TMG using I.-enu.cmSpR

Objective: Generation of stable FAT1 and p83 Knockout in Gliobla

V2 vector. ‘
cells of brain. Studies have suggesteq

Introduction: Glioma is a brain tumor arising from the cancerous gllal text dependent manner. Anothe,
FATI to have dual role both as tumor suppressor and as oncogene in cell/ cofnglioblastoma tumors. Here in oy,
gene pS3, a known tumor suppressor gene, is altered in about 87% cases O f FAT1 and P83 genes in USTMG
study, we have used CRISPR/Cas9 technique to generate a stable knockout < 11 line, UBTMG.
cell line to study the functional link between FAT1 and p53 gene in human glioma ce 4

Results: The 3 best scored sgRNA oligos designed using online software (OPtmude ?ggg(r: I?:: 1Sgn mm
crispr.mit.edu) were commercially synthesized. The oligo segments were annealg 2 hosph oy
followed by 20 minutes at room temperature. The annealed oligos were then subjected to phosphorylation
using PNK enzyme.The vector Lenti-CRISPR V2 was linearized using BsmBl restriction enzyme and they
dephosphorylated using Alkaline Phosphatase. The sgRNA oligos and linearized plasmids were hgatgd using
T4 DNA ligase enzyme. Transformation of the cloned vectors was done in Stbl3 competent cells. Colonies were
picked, inoculated into LB media, processed for plamid isolation and PCR confirmation. After confirmation, the
Positive colonies were selected and used for virus preparation in HEK cells for transduction in U87MG cell line
for gene expression analyses by realtime PCR and Western blotting.
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Current Perspectives of Herbal Medicines in Care of Heart Diseases
Jitendra Gupta*
“Institute of Pharmaceutical Research, GLA University!, Chaumuha-281406, Mathura, Uttar Pradesh, India.
E-mail - smartjitu79@gmail.com '

Every third person of population is suffering from various kinds of he i

d ; . . art disease such i
failure, coronary heart disease, ischemia and stroke. It is severe health problem of m:;\:kixﬁ cogglfesgve cll1 eatrltl
because of significant alterationinbiochemicalandendogenous €nzymescreatine ph, v, ik
lipoprotein, alanine transaminase, low density lipoprotein .
alkaline phosphatise, very low density lipoprotein, triglycerides cholesterol, malg
reductase, Glutathione peroxidase, Superoxide dismutase ' o

f:a:dio-tom‘c and cardio-protective effect. This review focused on
In care of heart diseases and certainly facilitates in enlisting the meqj
action.




gt i U o R g, S S

P76

Current Aspects of Pharmacovigilance in Healthcare Professional
Reena Gupta’
maceutical Research, GLA University', Chaumuha-281406, Mathura, Uttar Pradesh India

har
natitute of P E-malil - rapg80@gmail.com

ontOTA people are employing advance and more efficacious drugs with various medical circumstances
being fabricated wﬂ‘h growing scientific approaches. Efficacy and safety of patients are the two
{{airs about any medicine. Pharmacovigilance backing safe and apt employ of drugs. The purposes
ce to devoted the judgment of effectiveness, mischief, welfare and hazards of drugs and
oost literacy, clinical guidance, ra}tional and safe benefits of drugs. Adverse drug reactions (ADRs) have
a primarily problem in growing countries so the different method of pharmacovigilance include
e nonitoring, individual case safety reports, longitudinal electronic patient records, periodic safety
@ TOPOTS, clinical review of case reports, casual reporting, expedited report and record linkage that
upda b untoward effects and ADRs. Casual reporting of ADRs is a crucial element of pharmacovigilance
of pharmacovigilance could form the basis for interference ancipated at bettering rm
standard and reducing the 5DR5._ The pr.eslent review emphasized on current aspects of pharmacovigilance in
pealthcare professional. This review definitely play significant role for healthcare professional of various field
in overcome ADRs and ultimately reduce the mortality rate.
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Pharmacovigilance and Adverse Drug Reaction in Herbal Medicine
Deepak Kumar Jha
Email id: jhadeepk @gmail.com

The use of Ayurvedic medicines is popular in India and in recent times has become accepted in other

. countries. Pharmacovigilance is the science and practice related to the detection, assessment, understanding,
_ and prevention of adverse effects of drugs or any other possible drug related problems. The objective of
 the present article is to review the recent trends and challenges posed in the practice of pharmacovigilance

. of herbal drugs, especially in the Indian context and to shed light on the importance of pharmacovigilance

practice in establishing and maintenance of rational use of these drugs. There is increasing awareness of the
need to develop pharmacovigilance for herbal medicines. Applying standard pharmacovigilance techniques
(WHO guidelines) presents additional challenges, related to the ways in which herbal medicines are regulated,
used, named, and perceived. Proper reporting of suspected adverse drug reactions to herbal medicines is
currently the main method of detection. However, there is under-reporting for herbal medicines, since users
do not seek professional advice about their use of such products, or report adverse effects. Herbal medicine
practitioners are not recognized as reporters to spontaneous reporting schemes. Several other conventional
pharmacovigilance tools, such as prescription-event monitoring and the use of computerized health record
databases, are currently of little use for evaluating the safety of herbal medicines although modified metho;ls
have been developed. This process of pharmacovigilance of herbals in India has come a long way since its
Initiation. The promotion of the systematic and rational use of drugs requires the reporting of adverse events
Possibly caused by herbal and traditional medicines also.

Key words: Adverse drug reactions, pharmacovigilance, herbal medicines
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