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RAJ BHAVAN, PATNA-800 022

Tel.: 0612-2217626, Fax: 2786184

20 September, 2011

Oevanand Honwar

Governor

Message

It gives me great pleasure to learn that Nalanda Medical College, Patna is

organising 11th National Annual Conference of Society of Pharmacovigiliance on 18-20

November, 2011 on “Safe Drug : Save Life".

| hope, the deliberations of the conference will focus attention on adverse drug

reaction and relevant medical topic and add new dimension for the cause of suffering
humanity.

| extend my greefings lo the organisers, participanis and wish the event a great

—=w rﬂé-‘

(Devanand Konwar)

SUCCess.
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Message

It is matter of pleasure to know that Nalanda Medical College, Palna is going to
organise a three day Medical conference on Pharmacovigilance on the occassion of 11th

annual conference of society of Pharmacovigilance from 18th-20th November, 2011 and
1o mark the occasion a souvenir is also being published.

At a time when the new drugs are being developed and introduced, holding of

this medical conference on Pharmacovigilance, a burning topic in the field of medicine, is
highly praiseworthy. | appreciate the theme of the conference ‘SAFE DRUGS SAVE LIFE.

| convey my heartiest felicitations to distinguished participants and wish the

el

(Sfrefter FHI)

conference and souvenir every success.
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Message

It gives me great pleasure that Nalanda Medical College, Patna is
organizing a three day medical conference on Pharmacovigilance from 18.11.11
to 20.11.11. The theme of the conference is “Safe Drug : Safe Life". It is, indeed,
a burning topic in the field of medicine. With the rapid growth of pharmaceutical
sector it is very important to have adequale|y strong pharmacovigilunce system to
monitor adverse drug reaction. | have come to know that souvenir is being
published to commemorate this function.

| hope this conference will succeed in sensitizing doctors as well as
pharmaceutical sector. | wish the publication of souvenir and conference would be

a great success.

(Ashwini Kuamr Choubey)
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Government of Bihar

Health Department

Vikas Bhawan, Panta - 800 015

Tel. - 0612-2215809, Fax - 0612-227608
E-mail - amarjeet_sinha@hotmail.com
health-bih@nic.in

FAATEE 921, meveae Patna, dated 19th September, 2011

THH FBiEdg

Amarjeet Sinha, I1AS

Principal Secretary

Message

| am happy to know that the 11th Annual Conference of Society of Pharmacovigilance,
Indio is going to be held on 18-20 November, 2011 at Nalanda Medical College, Patna in
which doctors of eminence and repute of the country will attend. | have also come to know that

on this occasion a Souvenir is also going to be published.

| hope useful deliberation will take place on the theme of the conference
‘SAFE DRUG:SAVE LIFE which is very relevant for the benefit of the suffering people and wish

the conference all success.

c.f\ﬁ,

(Amarjeet Sinha)
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State Health Society
Parivar Kalyan Bhawan
_Sheikhpura, Patna-800014

A% Tel. : 0612-2281232, 2290328 Fax : 0612-2290322
E-mail ; ed_shsb@yahoo.co.in

,,.,;;t il i cd@statehealthsocietybihar.org
v v F Website: www.statehealthsocietybihar.org

Sanjay Kumar, IAS
Secrelary, Health
cum
Executive Director

Message

pleasurc to know that Nalanda Medical College, Patna is
organizing a three day conference on “Pharmacovigilance™, an important
topic in the ficld of medicine, from 18th to 20th November 2011 with the
theme “SAFE DRUG: SAVE LIFE™.

With the advancement of technology and development of pharmaceutical
industry, new drugs are being developed and launched for treatment of various
ailments. It is imperative to monitor the adverse effects of these newly
launched pharmaceutical products amongst the users. For this a strong
pharmacovigilence system 1s the need of the hour. With this objective, The
Central Drugs Standard Control Organization (CDSCO) and Directorate
General of Health Services, Ministry of Iealth, Government of India in
collaboration with India Pharmacopeia Comumission has initiated a nation-
wide Pharmacovigilance Programme of India (PvPl).

| sincerely hope that the conference will not only generate awarcness

regarding the medical & pharmaceutical industry but also help alleviate the

sufferings of humanity.

Best Wishes, P15 |ujrot)
(Sanjay Kumar)

It gives mc great
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MO PRAG FAMR FAS: INA (Department i Health Research)

Secretary to Ihe Gavernment of India
Cagarvrent of Haalth Researchi
Konsty of Health S Family Wellae &
Director-General, ICMR

Ministry of Heath & Farmity Wellare
V. Remalingaswami Bhawan, Ansan MNagar
Mew Deini - 110 029 (IND!A)

Message

[ am happy to note that Nalanda Medical College, Patna, Bihar is organizing
11 National Ammal Conference of Society of Pharmacovigilance, India on 189 =20
November 2011.

Adverse drug reactions (ADRs) are one of the leading causes of morbidity and
mortality in health care. The pharmacovigilance programme mainly concerns with
identifving, validating, quantifying, evaluating and minimizing the adverse ¢tiects ol
medicines thereby increases the safety of drugs in use. In order to foster the capacity
building in medical colleges and hospitals such initiatives are ot significant value tor
successtul implementation of National Pharmavcovigilance Programme in the country
rncouraging hospitals/ institutions within the country to intensify Adverse Drug
Reaction (ADR) reporting and monitoring system and creation of awareness amonyst
healthcare professionals is need ot the hour.

I am happy that an extensive and comprehensive programime has been pla nned
to discuss the recenl trends, prospects and future directions of rescarch in the arca
Through this torum Ihe information can stimulate the researchers o have n-depth
discussions and  fruittul reconumendations  for implementation. The sharing o
experiences of various experts and participants will surelv help in improving this
programme in [ndia.

1 wish, the conference a greal success.

f o £
(V.M. Katoch)

Teio © (OI1) +91-11-26588204, 26589620, Fax (OF) | +91-11-26586662. E-mail : secydhr@icmrorg in, dq@icimr org in
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Message

It is malter of great pleasure that
Pharmacavigilance of India s being held at tt

11" Annual Conference of Society of
\e anciont city of Patliputra (now Patna).

SOP| has made a Yoeman elfort to create awareness and propagate the need to

nssess and meas

sure the adverse reaction of drug and plan stralegies to establish or

to deny not so well understood layman concepts and hypothesis proposed, generally

based on fragmented and isolated Informations of ovidences.

Society of Pharmacovigilance India has ascended from a modest beginning to
attain an international status. It is a matter of great pride that experts in
Pharmacovigilance from all over world are participating and deliberaling in the SOPI
conferences each year. This year too Dr. R H B Mayboom and Prof. Saad Shakir
who have been associated with the discipline of Pharmacovigilance, since its
inspection on world map, after Thalidomide tragedy, are with us to interact, aquint
and sensitize Physicians and Pharmacists especially the younger generation with

their knowledge, experience and expertise.

| wish the organizer the best of luck in their efforts to set up an interesting and

rewarding programme for all of us to attend.

Prof. K.C. Singhal
Patron

y
4
——

Society of Pharmacovigilance

India

9 N
Shobha Nagar, Jaipur - 303001, Rajasthan, INDIA

Tol : 491-1426-; S
23VBIIAY34, Fox 191-1428-213909, 231638 (0141) 2605050
S feivie ]
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Prof. Ramesh K. Goyal

President, SOPI

(Former V.C. M. S. University ol Baroda )

Dircctor, I.S.F. College of Pharmacy, MOGA 142 001 (Punjab)

Message

In India, the first multicentre study for monitoring ADR was initiated in 1989by ICMR through Prof. K. C.
Singhal as the co-ordinator. It collected a data of 54194 cases monitored for ADR from & centres. Later data
was collected from 12 centres. In 2005 the national Pharmacovigilance was started finally in 2008 Central
Drugs Standard Control Organization (CDSCO) initiated Pharmacovigilance Program in India (PvPl) in 2010
and laid down targets for 5 years to monitor ADRs throughout the country. One of the impact of program in
India hos been the realization of concerns over pharmacovigilannce for Herbal drug and it has been taken up
by WHO. In 2006 a new concept of pharmacovigilance in environmental pharmacology, entitled as

’Pharmacoenvironmentology’
As a strategy in pharmacovigilance, the process of collection of information about a drug begins in

phase | of the clinical tricl, before approval of the drug, and continues even after approval and should end with;

post-markel surveillance studies conducted around the world.  Introduction of the Schedule’Y” and its

amendments in 2005 and 2007 have certainly brought some control over clinical frials in India. Although,
clinical trials tell enough of the ADRs but the "enough" is determined by legislation and by contemporary
judgements about the acceptable balance of benefit and harm. Further, a clinical trial can never tell you the
whole story of the adverse elfects of a drug in all situations. Post-market surveillance studies uses tools such as
dart mining of sponlaneous reporting systems and, and investigation of case reports to identify the relationships
between drugs and ADRs. One of the major weaknesses of the system is under-reporting and reports are almost
always submitted voluntarily. Further, no regulalion has been even thought about for iatrogenesis or

pharmacovigilance.
In spite of almost three decades programs of pharmacovigilance world wide iatrogenic diseases

continues fo be the major cause of morbidity and mortality. In India, the problem is more complex. The doctors
tend fo overprescribe, over-utilize and overuse drugs. Their prescription and use is influenced by pharmaceutical
companies who operate with purely profit motives. The drug industry is controlled by the Ministry of Chemicals
rather then Ministry of Health. The patients also invite problems by self-odministration of drugs. It has been
reported that about 50 per cent of the drugs are sold over the counler.

Under all these circumstances it is essential to have a different strategic program for pharmacovigilance in India
encompassing practicing doctors not only those who use drugs without having ever siudied (Ayurvedic,
Homoepathic or Unani doctors using modern medicines) but even the current allopathic doctors getting
knowledge mainly from the medical or sales representatives. | am sure the Palna meeting of SOPI will come out
with o resolution to this effect extending horizons of pharmacovigilance beyond the WHO or International
sociefies for India (may be Patna Delaration for prevention of latrogenesis: Role of Pharmacovigilance.
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Prof. (Dr.) Mrs. Geeta Singh
Principal
NMC, Patna

Facundity : Principal, NMC, Patna

It is indeed a privilege to pen this facundity for the 11th National Annual conference of Scciety
of Pharmacovigilance, India - that is being organized at the august Nalanda Medical College, Patna
from 18 to 20 November 2011.

Pharmacovigilance - the science and activities relating to defection, assessment, understanding
and prevention of adverse effects or any other drug related problem - is the talk of the medical parlance

now a days.

A great deal of effort has gone into the very coining of the theme of the conference

“SAFE DRUGS:SAVE LIFE". The idea is to highlight the rightful place of the topic in the core areas of
pharmacovigilance - in terms of awareness, policy making and implementation.

The Organizing Committee has put in its best efforts to make this occasion a memorable one. |
am sure the delegates would participate with equal vigour and in the process make it a wonderful
learning experience to meet the challenges in Pharmacovigilance.

I, on beholf of, NMC Patna wish the conference a grand success.

Gt

[Prof. (Dr.) Geeta Singh]
Principal
NMC, Patna
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Prof. Shivkumari Prasad
Superintendant,

Nalanda Medical College, Patna.

Message

It is a matter of great pleasure and my privilege that my Institution Nalanda medical

college, Patna is hosting the Conference of SOPI -2011.

The monitoring of safety of drug has prime importance in saving the life and so is the
theme of the conference SAFE DRUG : SAVE LIFE.

| welcome all the Faculty, delegates and participants who have taken pain  to come from
different part of India and abroad.

| wish a great success of this conférence  SOPI-2011

Thank you all.
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Dr. (Prof.) U.C.lIsser
Professor & Head: Surgery
N.M.C.H. Patna
Chairman

Reception Commillee
11th N.A.C.S.P, India

FACUNDITY: CHAIRMAN, RECEPTION COMMITTEE

It is with warm friendship that |, in the capacity of the Chairman; Reception Committee, welcome
all the delegates to the 11th National Annual Conference of Society of Pharmacovigilance, India that is

being organizad from 18to 20 November 2011.

It is indeed very pleasing to acknowledge that the aforesaid conference is being actualized at
Nalenda Madical College, Pama-a well recognized institute with 41 glorious years of medical
educations and care.

Pharmacovigilance - a relatively newer discipline is all about detection, assessment,
understanding and prevention of adverse effects or any other drug related problem. In the present times,
with increasing numbers of drugs a rational use of medicines is of great significance for the ailing
population. It is only prudent to have optimally strong Pharmacovigilance System to monitor ADRs
(Adverse Drvg Reactions). In this light the theme of the Conference- "Safe Drug; Save Life" is most

appropriate and timely.

dAa e Angz-an-Asga e oTeTE PreTBId wa s were fds,
++z51f3121 @ ATao]a A IcIH 2@ IRAT
& B1A A EAAN B HIEA E A1

Nevertheless, every effort has been made to make the conference pleasant and educative.

The Organizing Committee has toiled day in and day out to make these maneuvers to the clock, apt

and complete in all aspects.
we hope you cherish the experiences of this academic endeavor.

| wish you all the best and am certain that the delegates to this conference shall return satiated,
as well as inspired to translate into practice the treasure of knowledge they would hove acquired in
these days of the event.
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Prof. (Dr.) A.K.Valsyayan
HOD Anaesthesiology
NMC, Palna

Organizing Chairman

Welcome to Patna

It is my proud privilege to express my deep sense of gratitude on behall of the organizing committee to
oll who have come from various part of country and abroad, accepting our invitation to ottend the 117

Annual National Conference of society of pharmacovigilance of India { SOPI) Patna.

| feel delighted in welcoming the distinguished gathering of members, delegates, faculty as well
as of allied faculties from various part of India and abroad in this very ancient town Patliputra. Bihar is
known to have the first Lok tantrik government in Vashali, ancient educational university like Nalanda
and Vikromshila, Rajgir the capital of great warrior Jarashandh as mentioned in Mahabharata. Patna
was capital of Magadh Empire in &" BC. As well as favorite abode of Lord Budha, Mahavir, Tirthankar,
efc.

Dr. Harihar Dikshit, Organizing Secrefary with his other dedicated members of the committee,
from |.GLM.S Paina & other Medical Colleges of Bihar with other colleague have planned the events
in such a way that you will enjoy your stay, «cientific bonanza of the conference. | appreciate their

tireless hard work.

it will unfair on my part if | do not express my thanks to pharmaceutical manufacturing houses
and sponsorers for their active participation in the conference.

At the end | hope we will be successful in our efforts in making this conference as a big event in
friendly atmosphere of elders, youngsters, and very entertaining time for accompanying persans.

Thanking you once again.
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Dr.B.K.Prasad
Nalanda Medical Collepe
Pl.”r'l.l

From the Desk of Co-editor

In medern practice of Medicare, where every day things ore changing; newer developments, newer

thoughts, newer recommendations and to keep pace with them, it is essential to assemble and exchange
your ideas and experiences.

Menitoring of the safety of available drugs, and errors in using these drugs, is an important
health protection service. SOPI -2011  conference is o similar event, in which | have been given the
responsibility to compile these SOPI-2011 scientific lectures during the whole conference.  The
Organizing Commitiee has shown confidence in me. | feel privileged.

The scholars have written and will deliver their lectures in front of learned delegates. | feel all the
deliberations are related to safety of drugs ond to save life. This will certainly be a scientific bonanza
for newer generation upcoming scientists of newer Medicare system.

Finally | sincerely apologize for any shortcomin

gs, which you can come across in this book
despite my sincere eHorts.

I am very much thankful to all the contributors of this SOPI-2011, conference,
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Prof. (Dr.) Harihar Dikshit
HOD, Pharmacology
I.G.I.M.S., Sheikhpura
Patna

From the desk of Organizing Secretary

On behalf of the Organizing Committee, it is a great privilege and honour for me to welcome
you all to the 11" Annual National Conference of Society of Pharmacovigilance India (SOPI) at Patna.
The land where it all started in 1966 when the Indian Pharmacological Society was founded and the
city hosted the first National Conference of Indian Pharmacological Society. So we've indeed come ull

circle!

We're grateful to the Society of Pharmacovigilance, India for reposing full faith in us to make
this event a redlity. The Organizing Committee has strived really hard to put up a wonderful scientific
programme for all of you under the dynamic leadership of Prof. K.C.Singhal: Patron of SOPI, Prof.
S.K.Tripathi, Prof. G.P.Singh, Prof. Govind Mohan, Dr. Anurag Tomar and many other office bearers of
SOPI & local Organizing Committee members such as Prof. A.K.Vatsayayan, Prof. (Dr.) Arun Kumar,
Dr. Ajay Kumar, Dr. Nirmal Kumar Sinha, Dr. Rajiv Ranjan, Dr. Kamlesh Tiwary, Dr. B.K.Prasad and
Dr. Deepak Kumar, Dr. Arun Kumar Singh, Dr. Keshav Kumar Sinha & Dr. Manish Kumar to name a
few.

| am certain that the scientific congregation will generate great awareness among clinicians and
medicare providers regarding the importance of strong Pharmacovigilance. With “Safe Drug : Save
Life” as the theme, we're hopeful that the conference will go a long way in saving many lives with the
rational usage of safer drugs.

Once again, | extend a warm welcome to all of you at an event that promises to be exciting as
well as enriching. Just like the spirit of the historical Patna city. Hope you have a pleasant stay here and
have fots of sweet memories to carry back home!

Prof. (Dr.) Harihar Dikshit
Organizing Secretary
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The theme of the conference
SAFE DRUG : SAVE LIFE

Prof. (Dr.) Harihar Dikshit

HOD, Pharmacology

I.G.ILM.S_, Sheikhpura, Patna
Organizing Secretary SOPI 2011 Patna

Al drugs, ro mater how skilifully used, may couse edverse drug reactions [ADRs). There is nothing like
an cbsclutely sofe medicine. The nisk of adverse drug recctions is but cne probable consequence in
drug thercpy. Our aim on one hand is to develop medicines that are relatively safe as well as encugh
eficooous, and on the other hand to ensure their safer prescribing and usage. Medication-induced
problems cre known ‘o couse serious patient safety concerns including mortclity. The ADRs remain the
fith leading couse of death in the United Stotes - @ vast majority of these deaths are ovoidable.

For @ new drug to be opproved for marketing it has to be enough safe and efficacious for its intended
use. The benehicial effects have to outweigh any potential harm resulting in a favorable risk-benefit
bs'ance. The sa’ety and efficocy re determined in randomized clinical trials (RCT) prior to regulatory
approval. Although the RCT is the gold standard for evaluating efficacy, it cannot be relied on to detect
rare, la*e, and unexpected ADRs. Premarketing RCTs are of limited size and duration and tend to focus
on carefully selected, uncomplicated patients in a tightly controlled setting. Only low-risk patients are
enrolled, cxc!udmg concomitant co-morbidities, concomitant medir:alions, individuals at extremes of
cge, pregnant ond loctating females. This precludes the chance of detecting many ADRs. Thus, our
knowledge about the medicine’s safety profile is grossly limited at the time of its marketing approval.
The real test of safety starts when it is introduced to the market.

Postmarketing initictives to identifying ADRs have been the mainstay of pharmacovigilance today.
Pharmacovigilonce refers to the study ond sub-discipline of medicine safety. The World Health

rganzation (WHO) defines pharmacovigilance as ‘the science and activities relating to the detection,
ossessment, understanding and prevention of adverse effects or any other drug related problems’. Issues
of relevance to pharmacovigilance include: medication errors, abuse and misuse of drugs, substandard
drugs, lock of efficacy, use of drugs for indications that are not approved ond for which there is

inadequate scientific basis, acute and chronic poisoning, assessment of drug-related mortality, drug
inferactions, elc.

Postmarketing observational studies contribute much more to ADR detection than clinicel trials. The main
fypes are reports of individual patient cases or case reports, case-control studies, cohort studies, and
registry shudies. Although case reports usually have limited clinical value, '
important worning signals for serious, unexpected, or rare odverse events. Th

providers ploy an importont role in identifying drug safety problems. There is
safety information in the published litercture

they con somefimes give
us, observant health care
marked underreporting of

Avo.ding drug-induced harm ond iatrogenic injury to patients has been
information 1s too difficult to generote, often incomplete and a'meost
This mokes determination of the benefit-to-harm balance difficylt i
not only need to orient themselves to and engage in phomaco-.:i
well-informed about pO‘f-‘ﬂhUI scfe'y prcbien\s. O.".!y then can th
ond ovoid cousing harm to thes patients

@ major challenge. Drug sofety
always incdequately communicated.
f not impossible ot fimes. Clinicians
gilance octivities, but also should be
€y assess the benefit-to-harm balance
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ORGANIZING COMMITTEE
-~ OF
SOPI 2011 PATNA



CHIEF PATRON

Dr.(Prof.) S.N.P. Sinha
Former Vice Chancellor, Patna University

PATRON

Dr(Prol) ML Vermo Dr.(Prof.) C.B. Choudhary Dr.(Prof.) R. N. Shorma  Dr.(Prof) R.A. Shakur Dr.(Prof.) N.P. Yodav

Principal Former Principol Prol. & HOD Prof. & HOD Principal
Norayan Medicol College, Sasarom  N.M.C., Potna R.D. Gordi Medical PM.C., Patna P.M.C., Patna
College., Ujjain

Dr.[Prof.) S.S. Shrivasiava
Former Principal
D.M.C., Darbhanga

Dr.(Prol.) Satyavati Kumari
Former Prof.
P.M.C., Patna

Dr(Prol) Ali Abmod by (brof) Sushila Roo  Dr- Meera Rastog

Dr.(Prol ) Ggela Singh or,(prol,)'mun Kumar Pof. HOD _ by
Prmcupa| Direclor LMC.. Konpur Former Prof. HOD e &
NM.C., Paina IGIM.S., Paina b Tl PMC., Paina ., Pama
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HONORABLE MEMBERS OF NATIONAL ADVISORY COMMITTEE

-

Dr.(f;of.i K.C. Singhal Dr (Prol ) RX Goyol Dr (Prof ) Kamla Achan Dr (Prof) GP Singh
.c&(_:hﬁrfce“ur Vice-Choncellor Patna Muzaforpur
NIMS University, Joipur The M.S University of Baroda
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Dr Uma Shankar Prosad
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Scientific Committee

Dr. N.K. Singh

Co-Editor
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Reception Commitiee

Dr. Anil Kurar Joiswal

Editor in
Chief

Dr. Anurog Tomar

Co-Editor

Dr. Broj Kishore Prosad

Chairman
Scientific Commitiee

Dr {Prof ) RR. Choudhary
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Souvenir Committee

Dr (Prol.) Raj Ranjon Prasad
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Cultvral Programme

Dr. Nirmal Kumar Sinha
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Dr (Prof ) Chandra Shekhar
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Chairman Co-Chairman Convener Chairman |

Registration & Gifts Registration & Gifts Registration & Gifts Press & Media

1

Dr (Prof ) Mukfi Nath Singh Dr. Arvind Kumar Singh Dr.[Mrs.) Asha Singh Dr.(Prof.) Arun Kumar Thakur ‘

|

J

Co-Chairman Convener Chairman Co-Chairman . l
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Lecture Theatre -1

Scientific Programme

November-18-2011

N.M.C.Patna

09:00 - Reception, Registration, Tea & Breakfast

Time Topic Speaker

9:40 Symposium-1

to Awareness in pharmacovigilance

11:45 | Chair person Dr.Saad Shakir.

Prof. M.L.Verma

Prof. Raj Ranjan
Prasad

Pharmacovigilance-
History, Need, & Relevance
(30 min)

Director Drug Safety
Research Unit ,
Southampton.UK

Pharmacocpidemiology &
pharmacovigilance-
The Symbiotic link (30 min)

Dr Hari Dayal, Adjunct Professor
of Health Policy and Management,
UNTHSC School of Public Health,
Fort Worth, Texas, USA

Pharmacovigilance —
Methods & PvPI
(20 min)

Prof S K Tripathi, Professor of
Clinical & Experimental
Pharmacology, School of Tropical
Medicine, Kolkata

Spontaneous Monitoring —
Time to Reform - (25 min)

Dr Ronald H B Meyboom :
Medical Advisor, Uppsala
Monitoring Committee (UMC),
Sweden

Causality Assessment and signal
detection in Pharmacovigilance-
(20 min)

Dr Suparna Chattcrjee, Associate
Professor of Pharmacology,
IPGMER, Kolkata

11:45 to 12:00

TEA

12:00
lo
13:15

Awareness in pharmacovigilance — contd.

Chair person
Prof. M.L.Verma

Prof. Raj Ranjan
Prasad

Post Marketing Surveillance — Need,

Relevance and Mcthods -
(25 min)

Dr. Sadhna Joglekar Vice
President, Medical and Clinical
Research, Glaxo Smith Kline,
Mumbai

Safety Reporting in Clinical Trials-
(25 min)

Dr Jaydip Bhaduri Vice President -
Medical Services, Cadila
Pharmaceuticals, Ahmedabad

13:15
10
13:35

Guest lecture -1
Chair person
Prof.(Dr.) Arun
Kumar

Dr.Renu Rohtagi

Adverse Drug Events and Patient
Safety Issues in G & O Practicc —
(20 min)

Dr. R. Sharma, Professor, Dept. of
Gynac & Obs, J L N Medical
College, Aligarh Muslim
University, Aligarh

13:35 to 14:30

LUNCH
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Indian Systems of
Medicine

Chair Person-

Prof. K.C.singhal

Prof. Shafique Aslam

University. Jaipur

14:30 1o 1530 Panel DIAuéu'ﬂsl;mﬁ-Al”i_ . S e T
l L Chaly person EFnsuning Medicine Safety - Pre & Panelists: I)rl,h Saad Sll.d:'.lr, Dr. 1
: Prol S Tvipathi Post-Approval Efforts Ronald 1113 Mcyboom, ‘
l D Anurag Tomar Dr. Sadhna Joglckar, Dr. Han
| ) Dayal, Dr. Jaydip Bhaduri
1530 10 16:00 TEA _
00 Inauguration Programme — I.M.A Hall
jte _ e I.M.A Building ,
2400 | Cultural Evening South Gandhi
1 | & Dinner Maidan, Patna.
Scientific Programme
November-19-2011
Lecture Theatre -1 N.M.C.Patna
]
Time Topic Speaker
09:30 | Guest Lecture -2 Transnational Research in Safety Dr. Kavita Gulatj.
to Chair Person - Pharmacology : A Novel Approach. Associate Professor, Patel
09:50 | Prof- C.B. Chaudhary (20 min) Chest Inst. New Delhi.
' Dr. Amrendra kumar
09:50 | GUEST LECTURE- 3: . Today’s challenges in Dr. Manisha Singh
to Chair Person - Pharmacovigilance in Patna — Head, Medical Oncology.
Dr. Jitendra kumar singh (20 min) Mahavir Cancer Sansthan,
10:10 .
: Prof(Dr.) Kuman Indu Patna
Sinha
10:10 10 10-30 TEA
10:30 | K C Singhal Oration | Signal Detection in a clinical DrRonald HB Meyboom :
to , Pharmacological perspective- Medical Advisor, Uppsala
11:10 | Chair Person — Monitoring Committee
| Prof. SN.P.Sinha (UMC). Sweden
Prof. R.N. Sharma
11:10 | SYMPOSIUM -2- Impediments in the Monitoring of Prof K C Singhal
to Pharmacovigi]ance in Drugs of Indian System of Medicine Vice Chancellor, NIMS
12:45 {Simi)

Medicine Safety in Ayurveda -
Commitment of AYUSH-
(25 min)

Dr S K Sharma, Advisor to
Govt of India

National Pharmacovigilance
Programme for Ayurveda, Unani and
| Siddha (ASU) drugs -(25 min)

Dr R N Acharya, Jamnagar
University

Ensuring Safety of Proprietary
Ayurvedic Formulations. - (20)

Dr. Arun Gupta, Head of
Medical Affairs, Dabur India
Lud.

Scanned by CamScanner



e

- 12:45  PANELDISCU SSION 2 Drug ! Safety in Indian Systems of | Panclists. Pof. K€
'to | € ‘L.: Persen - Medicine Stghal, Dr- A Gupta, Dr S,
13:15 | | Prof K C Singhal K. Sharma, Dr. RN,
. Prof Shafique Aslam Acharya
13:15 | GUEST LECTURE 4: Safety Pharmacology Studics in New | Dr. Shoibal Muk herjee,
o | Cha ar Person - Drug Development Research (30 min) | Vice President € linical
13:45 Prof Han Dayal Rescarch, Quintiles India,
Dr.Sandeep Acarwal Gurgaon
' 13:45 to 14:30 Lunch
| 14:30 | GUEST LECTURE o Risk Management in Dr Saad Shakir, Director,
to Chair Pcr’son - Pharmacovigilance (40 min) Drug Safety Research Unit
1 15:10 | Prof RK.Goyal (DSRU), Southampton, UK
g | Prof. Govind Mohan
S0 TER
1 15:20 | SYMPOSIUM - 3 latrogenesis and Patient Safety - Prol. R K Goyal
; tO (20 min) —

| - Safer Use of Medicines i in
2
Clinical Practice

{ Chair Person —

Prof. Arun KumarThakur
f Dr. Nirmal Kumar Sinha

Medical Errors in Surgical Practice-
(20 min)

Dr. Sandip Agarwal

Phamacovigilance in Respiratory
Medicine- (20 min)

Prof. Arunabha Ray

Medication Errors and Patient Safety
Issues, - (20 min)

Prof. S. K. Tripathi

Safety Issues in Medication Use by
the Elderly -- (20 min)

Dr. Anurag Tomar

Drug-induced Skin Reactions —
(20 min)

Prof. Govind Mohan

! 17:20 | GUEST LECTURE -6 Pharmacoeconomics: beyond safety, | Prof. Hari Dayal
'to . Chair Person - cfﬁcac_y and Pharmacovigilance. -

!‘ 18:00 Prof. Gita Sinha (40 min)

{ ! Prof. Rani Walia

| 18:00 1 SOPI General Body Mceting | Lecture theatre - 1

; 19:45 l Ententainment & DINNER

I.M.A Hall , I.M.A Building ,
South Gandhi Maidan Patna

Lecture Theatre -2

N.M.C.Patna

"FREE PAPER — ORAL PRESENTATIONS ;
Time |Chair person-- |
Ff)?;_go Prof. R.A. Shakur 08 mts + 2mts
to ) )
12:00 Dr. Ashok Kumar Sinha
Topic Speaker
1 Stud) ofsulc effects of AmpholLrICIn - B, inrelationto age and | Dr. Zaki Anwar Zaman
PREDIY R Sy o F PN P ne

Scanned by CamScanner




to

| Chloroguine induced photosensitive dermatoses —
| A case repont

Dr. Padmavati S.

]

3 - Comparative analysis of online ADR Reporting forms of different | Dr. Tulsi Raman P
[ | countries _
P4 ¢ A survey on how many people read the patient information leaflets | Dr. Rajesh Kumar R
'f =
{5 | Knowledge attitude and skills of nurses towards ADR Reporting Dr. Amrita Parlc‘
' 6 Therapeutic potential of Increatin Axis — Dr. Abha Kumarj
| 7 | Status of ADR Monitoring and Pharmacovigilance among health Dr. Amrita Parle
} | care professionals of Delhj —
P ' Chair Person
|8 | Drug presenibing pattern for Major Depressive Psychosis patients Dr. Farida Ahmad
, |10 Genatrie clinic of a teaching hospital in Northern India
' 09 | Observation of ADR of injection Artesunate in 20 cases of Dr. Parul Singh
; ' Falciparum Malaria in a tertiary care hospital —
10 . Phammacovigilance of an Ayurvedic drug combination against Dr. Rajiv Ranjan Sinha
l I Rheumatoid Anthritis —
ﬁ 1 ] Orzl Cucumin in prevention of cervical cancer — Dr. Rashi
i !
| 12 | Over the counter drugs : A challenge to Pharmacovigilance — Dr. Manish Kumar Prasad
| 13 | Somatostatin induced Anaphylactic reaction in a patient for Fundic | Dr. Sawarkar Hindustani.
' | Varix — A case Report -
S— _ .
| 17:20 Pharmacovigilance- Quiz- ( PG students) Lecture Theater 2
| to
| 18:00
| 10:30 l FREE PAPER - POSTER - PRESENTATIONS : Gallery Near Lecture
| to Theater-2 .
| 16:00 (19-11-2011)
| Chair Persons Presenter
Prof Ali Ahmad, Dr. P.S.Singh
01 | A randomized open label active control study comparing safety and | Dr. Jacob J esurun RS
| eficacy of Levetiracetam and Oxcarbazepine as monotherapy in
) newly diagnosed partial onset scizures —
L . 3 -
I[ 02 { Pattern of ADRs Reported in hospitalized Indian patients — Dr. Jagjit Singh
LOS I Biosimilar Drugs : current status — Dr. Rajiv Kumar
T - - =
f 04 | Allergic drug reaction of Levocetinizine : A case report — m
05 ADRs & IEC Interventions at community setup : Dr. Ra_j\endra P Kecker
A way forward in patient safety —
06 Attitudes and perception towards ADR Reporting among Doctors

of Medical Colleges in Patna - -

-__-——-—__
Dr. Marya Ahsan
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”07( Miltefosine & ADR — Risk Management - Dr. Arshad Hasan J
ILO“T VACCINE PHARMACOVIGILANCE- BREFVEEEingh,

j AN ISSUE OF CONCERN -

09

Drug preseribing pattem among pediatricians in an out-patient and
PICU. NICU department ol teaching hospital in Rajasthan-

Dr. Gnaneshwari D, Dr.Singh
Savita, Dr.Gupta Nakul,

L Dr.Ahmad Ayaz, Dr..Mohan .G
| 10 PRESCRIBING PATTERN OF DRUGS IN THE DEPARTMENT | Dr.Chauhan Premna, Dr:Sharma
OF OBSTETRICS AND GYNAECOLOGY IN EXPECTED | Ishan, Dr.Mohan Govind, Dr.
MOTHERS IN RAJASTHAN- Gupta Nakul, Dr.Ahmad Ayaz
Chair Person - Prof.Anjani Dayal & Prof. R.C.Sinha
11 Prescription Audit of anti-psychotics drugs in the department of Dr. Soni Gaurav, Jain Gaurav,
Psychiatry- Gupta Nakul, Ahamad Ayaz,
Mohan Govind
12 Prescription Audit of medical college and associated hospital of Dr.Srivastava DP', Mandloi \
Jaipur- A’, Kulshreshtra S, Mohan G*
13 The prescribing pattern of non-steroidal anti-inflammatory drugs | Dr.Singh Manglesh  kumar,
(NSAIDs) in 200 bedded multispecialty hospital.- Faizul mohd, Ahmad Ayaz,
Gupta Nakul, Mohan Govind
14 PHARMACOVIGILLANCE STUDY OF ANTI- | Dr.Selkari ~ Rohit, Sharma
INFLAMMATORY DRUGS IN ORTHOPEDICS | Rohit, Ahamad Ayaz, Gupta
DEPARTMENT AT A MULTISPECIALTY HOSPITAL Nakul, Deb Binayak, Mohan
Govind
15 Prescription Audit in a medical College associated hospital of Dr.Sengupta S., Bishnoi H.,
Rajasthan- . Rai J., Gupta N, Ahmed A
16 Prescription Audit of Antacids and PPlIs- Moyal Urmila, Khan Hina,
Mohan Govind, Gupta Nakul,
Ahamad Ayaz.
17 A STUDY ON THE USE OF DRUGS IN [.C.U OF MULTI Sonkar A, Yadav J, Gupta N,
SPECIALITY HOSPITAL- Ahmad A, MohanG
18 Zauberkugeln-Paul Ehrlich’s quest for specific Riemke de Boer,
medication, University Medical
Center, Leiden University,
19 COMPARATIVE STUDY OF ADVERSE EFFECTS OF LV. Manish Kumarl, J.R.
AMPHOTERICIN B AND ORAL MILTEFOSINE IN CASES OF | Keshari2, Prof. (Dr.) Harihar
VISCERAL LEISHMANIASIS Dikshit3, Dr.(Mrs.)
Ranjana4
20 ASSOCIATION OF HOMOCYSTEINE AND OXIDATIVE

STRESS IN PATIENTS OF PREECLAMPSIA.

Juhi Aggarwall, Mayur
Kumar2 and JR Keshari3,
Manish Kumar4
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Scientific Programme

November 20, 2011

Lecture Theatre -1

N.M.C.Patna

|
‘Topic.

Speaker

Study of Antidepressants: SSRIs,
SNRIs and St John's Wort from the
45 and Up Database (30 min)

Dr.Syed Ziaur Rahman

. Prof. Janardan Sharma
10:20 | _Dr. BK. Prasad

Time ‘

09:30 | GUEST LECTURE -7

to Chair Person —

4 Prof. Hemant Kumar

10:00 Dr. Rajiv Ranjan
b'-—‘—-—_._

10:00 | GUEST LECTURE -8 .

to Chair Person —

Drug Allergy
(20 min)

Dr. Vivek Sharma, Cachet
Pharmaccuticals Lid.
Mumbai

10:20 | GUEST LECTURE-9:
to Chair Person -

ADR(Adverse Drug Reaction) :
The Indian Perspective - (20 min)

Dr. Ajay Kumar
Past National President
LM.A,

—_—

Medicine Safcty - The Lifetime
Experience of a Veteran Practitioner

Padma Shree, Prol, (DryCp
Thakur, Formerly Union

Health Minister, Government
ol India

Prof. A. N. Mishra

_ Prof. Mahendra Singh

10:40 Prol. G.P.Singh
10:40 TEA
11:00 |John Autian Oration :
Lo Chair Person -
11:4 Prol. K.C.Smglm'l

2 Dr. Ram Raghubir
11:45 | GUEST LECTURE - 10 -
to Chair Person —
12:15 Prof. S K. Tripathi

Spontanecous monltoring and
Blopharmacovigilance - do
Biopharmaceuticals cause
infections and neoplasms?

Dr Ronald H B Meyboom :
Medical Advisor, Uppsala

Moniloring Committee
(UMC), Sweden

(30 min)
L
12:15 | GUEST LECTURE -11 Pharmacovigilance in Pharma Dr. Shubhadcep Sinha,
to industry & Regulatory perspectives Head & Associate Vice-
12:35 | Chair Person - - (20 min)

Dr. Rani Indira Sinha
Dr. Vijay Achari

President - Clinical
Developmient & Medical
AlTairs, Hetero Drugs Lid.
Hyderabad

'12:35 | VALEDICTORY FUNCTION -

to Nalanda Medical College Campus, Patna,
13:30 S—
f"i"a?:sol LUNCH

Note * Oration 2, Symposiulmiscmsion 3
Session 3 (ORAL - 13 papers, POSTER - 20)

» Guest Lecture 17, Quiz 1, Free Paper
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Padmshree Professor C. P. Thakur, MD, FRCP (London & Edin)

Emeritus Professor of Medicine, Patna Medicol College.

Member of Parliament, (Rojya Sobha) Former Union Health Minister, Govt of India
Several No. of Publication & Vast experience of teaching, fraining & research.

Abstract
Medicine Safety- The life time experience of a veteran practitioner = John Autian Oration by C. P. Thakur MD, FRCP
(London & Edin), Member of Parlioment, Former Union Health Minister, Govt. of India.
World Health Organization (WHO) and UNESCO in 1949 formed an Independent International Organisation of
Medical Sciences (CIOMS) to monitor drug safety, a system of pharmacovigilance.
Thalidomide disaster in 1961 stirred this organisation to be fully active to formulate rule and regulations to monitor drug
safety both during manufacturing of the drug and during marketing also.
(n 1986 CIOMS came out with adverse drug reporting form CIOMS form, and also the Medical Dictionary for Drug
Regulatory Affairs (Med DRA)
An adverse drug reaction (ADR) has been described as harm associate with use of a given medication at a normal
dosage and as any noxious or unintended reaction to a drug that is administered in standard doses by the proper route
for the purpose of prophylaxis, diagnosis or treatment.
Serious adverse events have been described on death, life threatening hospitalization, disability, congenital anomaly,
and infervention required to prevent damage or permanent impairment.
Sulphaguanadine, a sulpha drug used for treatment of dysentery killed a person due to severe reacfion and he hod
experienced a moderate reaction 9 months earlier.
In earlier days ganglion blockers used in the treatment of hypertension produced severe postural hypotension which was
corrected by discontinuing the drug and one patient developed hemiplegia due to that. Raulfia group of drug produced
suicidal tendency in persons toking this drug. This feeling happened in a VIP and disoppeared when the drug
waswithdrawn, Some leaves of a plant taken for the treatment of eczema killed that person. He had myocardial

infarction before.
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The careless ancesthesia given in some patients produced irreversible brain domage ond death.

A long ecting anti diabetic drug produced irreversible hypoglycemia and death. A patient given insulin 1o a patient who
was already comatosed due 1o overdose of insulin and developed vegetative life and was made to die.

A bedly manufectured sodium antimony gluconate produced cardiac toxicity and death in lorge number of patients in
Bihar. Even @ good SAG also killed patient due to cardiac toxicity.

Many life threatening complication of amphotericin B like cardiac and renal complications could be prevented by toking
proper precadtions. Tetany produced by paromomycin was observed alter all phases of trial were over. Similarly the

SAG and milefosine produced severe thrombocylopenia and hemorrthage during routine freatment, an act of
P“Umccavigliance.
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Dr. Ronald Meyboom, MD, PhD

Department of Pharmacoepidemiology and Clinical Pharmacology,
University of Utrecht, The Netherlands

The WHO Uppsala Monitoring Centre, Uppsala, Sweden

Dr Ronald Meyboom graduated as a medical practitioner at the University of Leiden in the Netherlands. With a keen
interest in pharmacology and in medicines as a paradoxical cause of disease, he has headed for almost 20 years the
National Pharmacovigilance Centre in the Netherlands. In that time he also pioneered hospital pharmacovigilance at the
Leiden University Hospital [Dr H. Mattie). In 1998 he defended a PhD thesis at the University of Nijmegen based on his
experiences in practical pharmacovigilance, entitled “Defecting Adverse Drug Reactions. Pharmacavigilance in The
Netherlands”.

Ahter having assisted in the creation a new organization for pharmacevigilance in his country [in the form of an
independent non-profit foundation), he become more involved in international pharmacovigilance (WHO Uppsala
Moniloring Centre) and inifiated collaboration between the centre in Uppsala and the Deportment of
Pharmacoepidemiology and Clinical Pharmacology of the University of Utrecht (The Netherlands), combining research
and teaching.

Dr Meyboom has published over 100 orficles and chapters relating to pharmacovigilance in specialised journals and
books. He is an honorary member of the Society of Pharmacovigilance of India (SOPI), a founding board member of the
International Society of Pharmacovigilance (ISOP), @ member of the editorial boards of the journals Drug Safety and
Pharmacoepidemiology and Drug Safety, and co-author of the Meylers Side Effects of Drugs series.
Having recently reached 65, the further development and improvement of pharmacevigilance around the world is his

major commitment.

Abstract
Signal detection in a clinical pharmacological perspective

Signal detection in pharmacovigilance aims at the discovery in an early phase of hitherto unknown adverse reactions
and any other possible drug-related problems. Signals of potential importance can be found in different places - in
experimenls, observations in patients or observations in populations - and may have different forms and content.
Whatever the origin and content of a signal may be, its scientific assessment is essentially a clinical pharmacological

process. In this paper a review is given of what pharmacovigilance is, which tools are used in it, and of what signals
ore and how they are assessed ond followed-up.
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Professor Saad Shakir
MB ChB LRCP&S FRCP FFPM FISPE MRCGP

Director - Drug Safety Research Unit, Southampton, UK

Saod Shokir qualified in Medicine in and worked in hospital medicine and general practice. He has been working in
pharmocovigilance & pharmacoepidemiology for nearly twenty years and has been the director of the Drug Safety

Research Unit (DSRU) in Southampton, UK for more than ten years. The DSRU is an acodemic Unit associated with the
University of Portsmouth.

At the DSRU Saod Shokir leads a research team with an octive programme for monitoring and studying the safety of
medicines. Saad Shakir is a Fellow of the Royal Colleges of Physicians in Glasgow, Edinburgh and London, Fellow of
the Faculty of Pharmaceutical Medicine and Fellow of the International Society of Pharmacoepidemiology. He is a
Member of the Royal College of General Practitioners in the UK and confinues to practice clinical medicine part-time.

Sood Shakir has high national and international profiles in phormacovigilance, pharmacoepidemiclogy and risk
management. He is heavily involved with odvising on and conducling studies on risk management of medicines, he has
studied and advised on many drug salety issues including product withdrawals and major drug safety hozards.  He is
on outhor of more thon one hundred publications in scientific journals on pharmacovigilance and
pharmacoepidemiology ond is o member of the editorial boards of the journcls of Drug Safety and
Pharmacoepidemiology & Drug Safety. He hos octed as o chairman and member of Data Safety Management Boards
(DSMBs). He is an examiner at the Faculty of Pharmaceutical Medicine in the UK. Soad Shokir has led, co-ordinated
ond parficipoted in many postgraduate educational and training progrommes. He supervises postgraduate students for
higher degrees and hos been involved with o number of international initiatives lo promote and develop

pharmocovigilance and pharmacoepidemiology.

ABSTRACT
Pharmacovigilance : History Needs and Relevance

The development of modern pharmacovigilance in the eorly 1960s following the thalidomide disasler was the society’s
response fo protect public health from the hazards of medicines. A general consensus remained since then that no
motter how confident medical science can be obout the pre-marketing safety of medicines based on clinical trials, the
sofety information is incomplete ond must be supplemented by methodical post-marketing monitoring and study. The
limitations of pre-marketing clinicol trials in understonding drug safety are well known: small numbers of selected
patients who receive the drugs in adificial settings for shorter periodi of time than the real world indicate that they
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canna! previde the picture to be expected when the drugs are used by unselecied populations for large periods of time

in day to day clinical settings.

Spontaneous reporting systems (SRS), the first method used to monitor post-marketing adverse drug reactions (ADRs)
continue to serve us well as o source for detecting and sirengthening signals.  However, SRS have well known
limitations, it was recognised more than forty years ago that other methods need 1o be used to broaden the range of
post-marketing safety methods.  The other approaches generally apply epidemiological methods to strengthen, verify
and evaluate safety signals.  The application of information technology in health services rescarch and management

increased (and conhinues to increase) the sources available to conduct pharmacoepidemiological studies.

Safety studies to better understand the safety of medicines need to focus on answering specific questions and o be
integroted to provide a coherent picture of the effects of any particular drugs.  Hence the concept of risk management
and pharmacovigilance planning which aim fo provide such focus and integration have emerged and now they are @

requirement for all new medicines, new indications, new populations and new formulations.

The story of pharmncavigﬂunce so far has been to shift from a fire fighting reaclive upproach to a more plunned ond
evidence based methodology. This can only be good for patients and for optimal use of medicines.
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Hari H. Dayal, Ph.D., FACE., FACN.
2402 Pine Drive, Friendswood, TX, 77546
Adjunct Professor of Health Policy and Management
UNTHSC School of Public Health, Fort Worth, Texos
hari_dayal@yahoo.com

Professor Dayal worked in public health and international health and held academic posifions at the State
University of New York at Buffalo, Johns Hopkins School of Public Health, Medical College of Virginia, and Fox Chase
Cancer Center. He has recently refired as Professor of Preventive Medicine and Community Health from the University of
Texas Medical Branch.

Professor Dayal conceived, developed, and delivered for more than ten years a curriculum in clinical research methods
for clinicions, advanced medical students, residents, fellows, and faculty. This module is easily adaptable and

transportable to any setting in the world.
As Statistical Advisor to the Afghan Demographic Studies, a USAID sponsored project, he directed the data collection
and analysis of the first census-survey in Alghanistan. He has done several original epidemiological research works of
great scientific impact.
Abstract B
Pharmacoepidemiology and Pharmacovigilance: the symbiotic link

Modern medicine is blessed with pharmnceuﬁccl innovations, which has given health care system the ability to
provide better care for the patients. However, these innovations have also led to concerns and product liability lawsuits
ossociated with adverse drug reactions (ADRs). Pharmacoepidemiogy is essentially the study of effects of drug, including
ADRs, in o population by employing epidemiological methodology such as controlled studies. Thus,
pharmocoepidemiology uses ‘the methods of epidemiology fo study the content area of clinical pharmacology.
Phormacavigilonce, @ conjunction of ‘pharmace’ and  “vigilance’, stands for ‘watchfulness’ in guarding against danger
from drugs. The relationship between the two disciplines con sometimes be blurred because it is symbiotic. To some,
pharmocoepidemiolgy encompasses pharmacovigilance; to some it is the other way around. In any case, the essentiol
element in both disciplines is the linkage of pre-market safety data with post-market sofety evalualion. We discuss
epidemiologicol and statisticol methods that are employed, or should be employed, in each discipline to link the
sirategies for pre-market sofety ossessment with strategies for post-market safety evaluafion.
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Prof. Santanu K Tripathi, MD, DM
Professor & Head, Department of Clinical & Experimental Pharmacology

Calcutta School of Tropical Medicine, Kolkata
E-mail: tripathi.santanu@gmail.com

Coordinator & Investigator, ADR Monitoring Centre at School of Tropical Medicine, Kolkata under Pharmacovigilance

Programme of India, Government of India.

AREAS OF INTEREST
# Innovations in health and medical education, training and capacity building activities

# Clinical research management & Pharmacovigilance
EDUCATION - MBBS, Calcutta, 1979 / MD, BHU, 1984 / DM, PGIMER, Chandigarh, 1991

WORK EXPERIENCE

Engaged in clinical pharmacological research in different areas: [with special reference to rational drug

use, pharmacovigilance, pain research and indigenous herbal drug research] since 1985

Acts os Research Guide to postgroduate students in fields or foculties of Medicine, Phamacy

Provides professional inputs to vorious pharmaceutical companies in the area of clinical research and

regulatgry compliance as an extramural expert as and when solicited

Authored and published research popers and scientific reviews in nafional and international journals

Associated with a Kolkata based clinical research site management organization (SMO) @-Pharma Intel

Drug Research & Consultancy Group @- in  key Advisory capacity ever since its inception in 1998 @

also remained responsible for the overall project management activities for o number of multi-centric

phase 2 or 3 clinical trials at local sites @ interacting with investigators, extending assistance for

IRB/IEC submission, coordinating with site coordinators, communicating with CRAs and liaising with the

Sponsors

Experience os Principal Investigator / Coordinator in some regulatory clinical trials

1. A phase Ill, prospective, comparotive, rondomized, double blind, mullicentric clinical study fo assess
sofety, tolerability ond efficacy of a fixed dose combination of Nitazoxanide & Ofloxacin in adult
(>18 yrs) patients

2. An open, non-comparalive, mullicentre, 12 weeks study fo ossess efficacy and safety of 5 %
Imiquimod cream in the reatment of adults and adolescent Indian patients with genital warts

3. Evoluation of the Salfety, Efficocy, Tolerance and Antiviral Eflicacy of 3% Sorivudine (ARYS-01)
Cream in Herpes Zoster Palients between the oges of 18 and 55

4. Post Marketing Surveillance Study for Magnex (Injection Sulbaclum + Cefoperazone, 1:1)

5. A rondomized, double-blind, comparative, mulliceniric clinical study to evaluate the salety and
efficacy of Nicorandil extended release formulation in patients of chronic stable angino
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6. A Phase Il, Double-Blind, Randomized, Placebo-Controlled Study of the Efficacy and Safety of
EpiCepiTM NP-1 Topical Cream (amitriptyline 4% / ketamine 2%) Applied Twice Daily in Patients
with Pain from Diabetic Peripheral Neuropathy (DPN)

7. A Phase II, double-blind, Randomized, placebo-controlled, Non-inferiority Trial of EpiCeptTM  NP-1
Topical Cream
(4% amitriptyline / 2% ketamine) vs. Oral Gabapentin in Postherpetic Neurolgia (PHN)

® Coordinator & Investigator, National Pharmacovigilance Programme, Government of India, 2004-08.
PROFESSIONAL RESPONSIBIUTIES / AFFILATIONS

® Secretary - Clinical Pharmacology, Indian Pharmacological Society/ Member of ISCR and many

associations.

ACHIEVEMENTS

® Recipient of the ‘Doctor of the Year Award’ from Students Health Home, Kolkata in 2005
Councilor Elect from India, International Union of Pharmacology (IUPHAR] - Clinical Division
Acted as the Key Expert Conlributor in developing the State Drug Policy for West Bengal
Contributed in the development of the international document on pharmacovigilance, “ISDB EU: Berlin
Declaration on Pharmacovigilance’, Berlin, January 2005
Publications:-27

Chapters Contributed in a Book:-2
Books Authored / Edited:-6

ABSTRACT
Pharmacovigilance Methods
Use of any medicine is alwoys associated with some risks. The aim of pharmacovigilance is to minimize such risks to an
exient that is acceptable and ocutweighed by the overall benefits. The World Health Organisation defines
pharmacovigilonce as “the science and activities relating to the detection, assessment, understanding and prevention of
adverse effects or any other drug-related problem’. The pharmacovigilance methods and approaches ore varied and
conlinve to evolve. The ever-dynamic processes ol pharmacovigilance sirive to inlegrate salety data throughout a
product life cycle, and thus to ensure that patients receive safe drugs.

While pre-registration safety evaluation sludies, both non-clinical and clinical, may be considered, a part of the broader
specter of pharmacovigilance, iraditionally, the latter is considered for licensed products Thus for a product that has
been marketed, there are several methods used to collect salety information in pharmacovigilance. These mainly
include (1) possive surveillance like spontancous (individual case) reparting, stimulated / solicited reporting with a focus
on o pre-designed case definition, (2) active surveillance like drug event monitoring (DEM), cohort event monitoring
(CEM), use of patient registries longitudinal patient records, and (3) traditional observational research designs nomely,
cross-sectional, case control and cohort studies.

Besides, in order lo ensure safer prescribing of certain products wherein signilicant risks ore identified from pre-
opprovol clinical frials, targeted investigations like genetic testing, theropeutic drug monitoring etc may be advised by
the marketing authorizotion holder as a part of product risk management plan. Specific safety information con be
derived systematically from such torgeted investigations. Population pharmacokinetic studies constitute another
pharmacovigilance strotegy fer some specific drugs if il is so warranted. Descriptive studies are also sometimes used in

pharmacongilance, primarly to obtain the background rate of outcome events and/or establish the prevalence of the
use of drugs in specified populations

In fact, there is no single method that can be relied on exdusively for global adverse drug reaction monitoring and
surveillance A judicious mix of mulhple methods and approaches can yield optimum information based on which a
regulatory or non-regulatory achon towards safer prescribing and use, can be taken.
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Abstrac)
Medication Errors and Patient Safety Issues

Saler prescribing of medications, improving their judicious usa and minimizing adverse diug reactions have always
been key arcas of concern In health care delivery, The drug regulatory authonnas, the pharmaceuncal industry, healily
core p:ofesslonnh, nnd pnlicnh - all are tnncmnm] A |¢~|uI:-c| 18508, (1 sOri0us pulmnl -.ulrly concarn that is i the
centre ol attention h:)rlrly is medicanon arrors Madicanon errors leading 10 iatogenic injunes are o well bnown
worldwide phenomenon and are common, coslly, and clinically imponam: More than one laurhs of all adverse drug)
events are due 1o medication errors and lhuy are ||rtrvnn1u||fn Hl‘('ll(ll!“ medicanon oo ond improving pahlient mh-ly
have become common topics of discussion today around the world Although the problem has been known sine long
the landmark publication from the Institule of Medicine (IOM) “To Cir s Human- Bulding a Saler Healh system”
released in 2000, created an appreciable impact and people around the woild were reawokened

The National Coordinating Council for Medicanon Liror Roporting and Provention (MCCMERP) deflines a medicaton
error as "any preventable event thal may cause or lead 10 inoppropriate medicaton use or patent harm while the
medication 13 in the conlrol of the health care prolessional, patient, or consumer Such events may be related 1o
prolessional practice, healh core products, procedures, and systems, including preseribing, order communication,
product labeling, packaging, and nomenclature; compounding, dispensing, dismibution, administration; education,
monitoring, and use.”

Some common types of medication errors includo the lollowing:

® incomplele patient information (not knowing about patients’ allorgies, other medicines they are taking, previous
diagnoses, and lab resulls, for example);

® unavailable drug information (such as lack of up-to-date warnings),

® miscommunication of drug orders, which can involve poor handwriting, confusion between drugs with similar
names, misuse of zeroes and decimal points, confusion of metric and other dosing units, and inappropriate
abbreviations:

® lock of appropriate labeling as a drug is prepared and repackaged into smaller units; and

® cnvironmental factors, such as lighting, heal, noise, and interruptions, that can distract health professionals
from their medical tasks.

Focusing on the word error has drawn ottention 1o "prevention” and whal can be done to minimize mistakes and
improve patient safety Whot should be done is generally known as *the five nghts™ the right drug, right dose, right
route, nght tme, and right patient. One can make an error of omission (lailure to act correctly) or an error of
commission (octed incorrectly) The proctice of medicing, pharmacy, and nursing in the hospital setting is very
complicated, and so many sleps occur from *pen to patient®. There is a lot to analyze. Implementing safer proctices
requires developing saler systems. Reducing medicalion errors is an ongoing process of quality improvement,

This presentation will summariza what is currently known about medication errors ond how they could have been
minimized, il not eliminated fotally,
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Dr. Ronald Meyboom,
Medical Advisor, Uppsala Monitoring Commitiee (UMCQ), Sweden

Dr Ronald Meyboom graduated as o medical practitioner at the University of Leiden in the Netherlands. With a
keen inferest in pharmacology and in medicines os a paradoxical cause of disease, he has headed for almost 20 years
the National Pharmacovigilance Centre in the Netherlonds. In that time he olso pioneered hospital pharmacovigilonce af
the Leiden University Hospital (Dr H. Mattie). In 1998 he defended a PhD thesis at the University of Nijmegen based on

his experiences in practicol pharmacovigilance, entitled “Detecting Adverse Drug Reaclions. Pharmacavigilance in The

Netherlands”.

After having assisted in the creation o new organization for pharmacovigilance in his country (in the form of an
independent non-profit foundation], he became more involved in international pharmacovigilance (WHO Uppsala
Monitoring Centre) ond initiated colloboration between the centre in Uppsala and the Department of

Pharmacoepidemiology and Clinical Pharmacology of the University of Utrecht (The Netherlands), combining research

and feaching.

Dr Meyboom has published over 100 articles and chapters relating to pharmacovigilance in specialised
journals and books. He is an honorary member of the Society of Pharmacovigilance of India (SoPl), o founding board
member of the International Society of Pharmacovigilance (ISOP), a member of the editorial boards of the journals Drug
Safety and Pharmacoepidemiology and Drug Salety, ond co-author of the Meyler's Side Effects of Drugs series.
Hoving recently reached 65, the further development and improvement of pharmacovigilance around the world is his

major commitment.
ABSTRACT

Spontaneous Monitoring - Time to Reform
Division of Pharmacoepidemiology and Pharmacotherapy, Universily of Utrecht, Utrech, The Netherlands The

Uppsala Monitoring Centre, Uppsala, Sweden

During the 'pharmacotherapeutic revolution’, midway through the lost century, a series of unexpected and

cerious adverse drug reactions have lead to the understanding that there is a need for confinuous monitoring of the

safety of medicines after their introduction. Around 1970 in countries in different parts of the world national

pharmacovigilance cenires were introduced, using the technology and focussing on the concerns of that time.

Since then advances in medical diagnosis and treatment and in computing and medical-pharmaceutical
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udminish‘uﬁon, Iogcthcr with changes in organisation and Finuncing, have cltered the |cmdsccpe of healthcare in many
respects. Unprecedented possibilities have become available for comprehensively studying the benefit and harm of
medicines

While also pharmacovigilance has developed and changed enormously, it is today 1o a large extent shll based
on the “spontanecus reporting’ principle of 50 years ago A succession of safety issues has emphasised the continuing
need for alertness and improvement, the more so since the recent ‘biopharmaceuticals’ are again revolutionising
pharmacotherapy. In recent yeors many proposals for improvement have been mode ond attempts been initiated, but
evidence as fo the timeliness and effectiveness of the new requirements and novel methods is stll limited. A crincal
follow-up of their performance, ethics and costs is necessary.

In oddition to these developments, there is an urgent need for a careful reconsideration of the current and future
roles of ‘spontaneous reporting’, and of its organisation and governonce, in order to ensure that data of the best
possible quality be collected and used to their best advantage, also paying due attennon to the d fferences benween
various parts of the world
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Causality assessment is based on: temporal relationship of the drug and the adverse cvtcnl, dose rc|ﬂ“°"5h'Pé.°_Hcc' of
dthoumgc/re-chc"engc‘ pharmacological plausibility, exclusion of other underlying illness/concurrent conditions or

: i ion is criti r th
medications. Regardless of number of factors present, the completeness and quality of the information is critical for the
assessment

The WHO ADR probability scores which is one of the most commonly used algorithm has the following causality

analysis  categories-Certain; probable/Likely; Possible; Unlikely; Conditional/unclassified and  Unassessable/
Unclossifiable. The Naranjo’s scale is also similar and hos the

following categories-Definite; Probable; Possible and
Unlikely.

In recent hmes however, computational tools are used for CA

since postmarketting drug surveillance and spontoneous
reporting system databases have become en

ormous and cannot be analyzed manually. Several statistical methods can
be odopted- either the classical frequentist (non-Boyesian) or the Bayesian approach for detecting unknown or less
commonly known drug safety olerts which in Pharmacovigilance terminology is referred to as signal.

A Signal is defined os reported information on g

possible causal relationship between an adverse event and a drug, the
relationship being unknown or incompletely docu

mented previously.
A signal is something which is considered important and needs further attention and investigation,
However a signal does not imply causation, is not a confirmed findin

cannot test it. Computational signal detecfion algorithms assist drug
adverse event relations.

g and can help only in generating a hypothesis but
safety experts to discover potentially relevant drug-

Signal detection process in a spontaneous ADR database is based on different statistical methodology - either the
Bayesian or Frequentist statistical approach. Whichever method is employed basically it involves co
measures of disproportionality i.e determination to what exfent the number of observed cases differ from the number of
expected cases. All disproportionality olgorithms despite having operational technique variability actually caleulate
surrogate observed to expected ratios in which the reporting experience of each reported drug-adverse event
combination is compared to the background reporting experience across all drugs and events in th
independence model.
The WHO UMC (Uppsala Monitoring Centre) uses the BCPNN -

while US FDA uses the MGPS- (Multi item Gamma Poissson Shrink
metheds using the frequentist approach are ROR (Reporting Odds
employed by some national reporting centres (MHRA, UK) and drug
In the BCPNN methodology computation of the Information Com

The IC is @ measure of the disproportionality between the observed and the expected reporting of a drug-ADR pair.
IC=0, combination reported as often as expected relative to background of database, if drug and ADR are independent.
IFIC>0, combination reported unexpectedly frequently; IC<0, combination reported unexpectedly infrequently and 1C025
is the lower bound of the 95% Credibility interval for the IC and if this is greater than zero and it should be highlighted

for clinical review.

The US FDA which uses the MGPS opproach generally the Empirical Bayesian Geometric Mean (EBGM) is computed
which is on observed/expected score output of the MGPS method - EBOS and EB9S5 are the upper and lower bounds of
the two- sided Cl around the EBGM. If EBO5 22 it is considered for clinical review.

The frequentist approach based tools like the ROR or PRR are also used to detect
PRR ratio 22, chi squared statistic 2 4 and 3 or more cases for

mputation of

e database using an

(Bayesian Confidence Propagation Neural Network)
er) methodologies. Other disproportionality analyses
Ratio), PRR (Proportional Reporfing Ratio) which are
safety research units.

ponent (IC) is based on prior and posterior probabilities.

signals and some experts suggest a
deFining a signal.

g tools should enhance, rather than replace,
gnal detection methods are used for hypothesis
er types of research studies. Clinical case review

signal detection procedures in large ADR databases. Quantitative si

~~neration not for hypothesis testing and it should be tested using oth
' ~owledge are mondatory to imply causation.

e
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Dr. Sadhna Joglekar
Area Medical Director - South Asia;

[xecutive Vice President, Medical & Clinical research, GSK Pharmaceuticals Limited.

Dr Sadhna Joglekar is a MD (Pharmacology) from KEM Hospital. She is a gold medalist in pharmacology from
Mumbai University

De Sadhna Joglekar 1s currently Area Medical Director for South Asia and Executive Vice President, Medical
and Clinical Research at GlaxaSmithKlne Pharmaceuticals Ltd. She leads a team of approx 45 people engaged in
Regulatory Allais, Medical Alfairs and Clinical Operations and medical gavernance. Prior to joining GSK, she worked
in Plizer, mially in Medical Alfairs and later in Strategy and Business Development, followed by Regulatory Alfairs,

During her career in the pharmaceutical industry, she has had extensive experience in clinical research, medical
allans and pharmacovigilance. She is the Vica Chair of the OPPI Medical Committee since 2008 and has been a
member of several acl hoe task forces convened by regulatory authorities 1o look at India Clinical Trial Regulations, India
GCP Guidelines, elc, She has aver 25 publications to her credit and is an invited speaker at several congresses and
workshopy She has a chapter to her crecht in the APl textbaok of Medicine (2008) and another in Innovative India, a
Medhaland London Publication. She has been a visiting faculty ot Narsee Manjea Institute of Management Studies for the

Post graduate Diploma in Pharmaceutical Medicine.
Ahsiract

Post Marketing Surveillance - Need, Relevance and Methods

Postmarketing surveillance (PMS) is a salety monitoring and risk assassment program 1o identify mainly newer adverse

ellects of o diug alter ity approval 11 is an important part of the scienca of pharmacovigilance.

When a new drug Is approved and enters the markelplace, the availuble clinical salety and tolerability information is
bosed on the data generated from anly o few thousand very carelully sclected patients, in a tightly controlled
intervention selting The design of the tials Is 10 locus on the drugs' benelits, and usually does not include a large
enough somple size 1o ehcit less lrequent adverse elfects, Once the drug is available for widespread use, the real salety
prolile of the drug may be evaluated. PMS can add 1o and/or reline the salety information of a drug alter it is used in
the general population by large numbers of people who have a wide vanety of ather medical conditions,

PMS uses o number of approaches to monitar the safety of licensed drugs, including spontaneous reporting databases,
proseription event monitaring, electronic health recaids, patient regstries and record linkage between health databases.
these data are reviewed 1o highlight potential safaly concerns in a process known as data mining

This prosentatian makes u hilel overview of the siato-of the-ant 1ssves related to PMS

Scanned by CamScanner



Dr Jaydip Bhaduri
Vice President - Medical Services,
Cadila Pharmaceuticals, Ahmedabad

Or Joideep Bhaduri is groduate from Caleutto Medical College and post graduate in Pharmacology from IMS, BHU. Dr
Bhaduri hos served the pharmaceutical industry  since lost 22 yeors. He has been instrumental in setting up and
restructuring Medicol Affairs funcfions of some of the leading organizations of the country. Dr Bhaduri takes keen
interest in clinical research and teaching. He has quite o few publications fo his credit.

Currently he heads Medical Affairs function of Cadila Pharma and is bosed at Ahmedabad.

Abstract
Safety Reporting in Clinical Trials

Adequate attention is fo be paid to assessment of risk versus benefit ratio
diognostic tool Generally scientific standards for assessment
variobles and unsurprisingly sofety assessment plays second i
Rofecoxib, Atenolol, Rosiglitazone and Pioglitazone are a few

for any intervention be it drug, device or any
of safety are rarely employed os they are for efficacy
ddle to efficacy assessment. The recent experiences with

_ , : . examples where safety issyes encountered after millions of
patients world over have been exposed have either led 1o withdrawal of the drug from the market or a severe restriction

of their being prescribed While controlled trials before approval of a new therapy has an infrinsic deficiency in
deecting many pofentially serious adverse events, relaxation of <taict 7
lead- 1o cecerding significance to some adverse events which in

opplication) in cerain therapy categories like onti-diabetic freatment:
neme a few The protocols must necessarily define every adverse event and how the
analysis of the adverse events using various statistical fools (like is done for efficac variables) icati f
results must necessorily be incorporated in the report. While reporting all adverge );ve 1m' e'” 4 Ie?d i
known or caused by the intervention, any serious event and those where o signifi ns‘ . 'mPrD'ChCUI S i
groups must necessarily be reported. ey e etk

y will be collected. A detailed
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Vice Chancellor
NIMS University, Jaipur India

Professor Krishan Chondra Singhal eamed both his Bachelor of Medicine and Bachelor of Surgery in 1964 and his
Doctor of Medicine in 1968 from King George's Medical College Lucknow. His Philospher's degree in 1976 from
Rojasthon university and Doctor of science in 2001 from Aligarh Muslim University, Aligarh, India. Dr. Singhal’s major
oreas of research are Phormacovigilance, Clinical Pharmacology and Chemotherapy. He has established a new method
for screening potential antifilarial agents using Setaria cervi as fest organism. He was Professor and Chairman
Deportment of Pharmacelogy, Jawahar Lal Nehru Medical College, AMU Aligarh before he joined as Vice Chancellor,
NIMS University Joipur, Indio.

Dr. Singhal has been President (1994); Treasurer (1982-1984) of Indian Pharmacological Society; President
(1999), Generol Secretary (1994-1998), Treasurer (1982-1993) of Indian Academy of Neurosciences, President, Chief
Editor, Indian Journol of pharmacology (1989-1991), Editor (Pharmacology) Indian Journal of Physiology and
Phermacology, Vice President, Indian Society of Hypertension; President, Society of Pharmacovigilance, India (2000-
2005), Consultont, Clinical Phormacology on committee for Categorization of Essential Drug in the Country. At present
he is patron Society of Pharmacovigilance, Indio, member advisory committee National Pharmacovigilance Programme,
Indian Medical Association, member opex committee on Pharmacovigilance of drugs of Ayurveda, Unani & Siddha.

Dr. Singhal hos been Organizing Secretary National Conferences of Indian Acodemy of Neurosciences,
Association of Physiologist and Pharmacologist of India, Association of Gerentology of India, International Workshop on
Adverse Drugs Reaction Monitoring in India, International workshop on Problem Based learning, Workshop on
Phormacovigilance of Drugs of Indian Systems of Medicine. He was Co-ordinator and Principal Investigator of
multcentric Indion Council of Medical Research sponsored task force on @Monitoring of Epidemiological profile and
foctors responsible for Adverse Drug Reaction in India@. He was co-ordinator of WHO special center for ADR
Monitoring in India. He hos participoted in workshop on teaching methodology at Rapino, Russia; Indo-US workshop on
Problem Based Learning ond Computer oriented teaching. He has more than 200 research publication in National and
International Journals and presented more than 205 paper/lectures at National and International conferences. Prof.
Singhal is a founder fellow of IMA Academy of Medical Specialities, Founder fellow of Indian Pharmacological Society,
Founder fellow of Indian Academy of Neurosciences and Founder of Society of Pharmacovigilance India. He has been
consultant WHO centre for International Drug Manitoring Uppsala, Sweden for eight years.

He wos visiing Professor to Health Science Centre, University of Tennessee at Memphis, USA during 1995, The
John Aution Distinguished International visiting Professor of University of Tennessee ot Memphis during 2000. He has

been inviled speaker to many national and International meetings, seminars and universilies. :
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Absirac
Impediments in the Monitoring of Drugs of Indian System of Medicine

The growing popularily of Indian Systems of Medicine around the globe has created nev challenges for the 1504
iru?crnﬂ)- Systems ol Indian Medicing mcluding Ayurvp(ln. Unani and Siddha oro holistic wysloms ol medicing |mm|”
legacy of thousands ol years and well documented texis accounling 1o more than few hundreds, bur the clinical
validation of the efficocy and safety claims of these texts on modern statislical parametors are lacking What Indian
systems of medicine need today 15 documentation of clinical data related 1o salely profile in accordance with the
phormacovigilance paramelers applicable to modern medicine

According 1o WHO, 3 billion people in developing countries (B0% of population) and 1 billion in western
countries (30-50% of population) use traditional medicine India hos 3004 hospitals, with 60666 bods, 23028
dispensaries and 611416 registered practitioners of ISM Thus India has approximalely seven I1SM & H physicians per
10,000 populotions. In India out of 15000 plant specios available, oboul 2000 of these are used as medicinal plants

Monitoring drugs of ISM pose a bigger problem than those of Allopathie system. There are 1oo many products
to monitor. Single and multiple ingredient lormulations are mumerous. Many a timos, horbal and allopathie drugs are
included in the same formulation or are taken together by the same patient. Formulations can be changed at will
keeping the same brand name. Methods of preparation of horbs can dilfer and complicate ADR moniloring of the
‘same’” herb. Quality checking is ambiguous alfecting the causality of an ADR. Morcover, herbal drugs are usually taken
over the counler by patients and prescribed by oll specialties.

Fixation of standards of traditional medicine is a great challenge for the scientific field, particularly for those
drugs that ore derived from plants. It is due 1o the variation of active principles present therein. This variation is quite
natural due to ecological factors, where the groups are grown. Similarly standardization of compound formulation is
even o lougher jobs Many times a compound formulation contains a large number of herbs and it is very difficult 1o
analyze each and every herb quontitatively as well as qualitatively.

Difficulty for ADR monitoring of drugs of ISM is further complicated with the substitution of drugs (Al-Abdal for
drugs of Unani medicine and protinidhi Dravya for Ayurvedic Drugs). In Unani system of medicine provision has been
made for the substitution of 122 drugs in o book abdal al Adviya by Rhozes. Later 50 more herbs have been added 1o
the list The substitutions in unoni medicine can be made even for the aclive ingredient responsible for main
phormacological action. Whereas, in Ayurveda subslitution is not permitted for herb with active principal and can only
be done for exipient or additives.

Department of AYUSH took initiative by holding a consullative meeling of experts on 29-30 August 2008, and
formal launching of Pharmacovigilance programme was don on 29" September, 2008.

Gujrat Ayurved University was selected as nalional Phamacovigilance Resource Centre (NPRC)

with eight
regional centre and thirty peripheral centres.

Greater need it felt to develop ADR reporling culture among physicians of ISM. The effort taken so far
has yielded litle. However, the steps underlaken so for are welcome and will help in establishing credibility of
ASU drugs and will also improve their manufacturing and prescribing.
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Dr R N Achary
Associate Professor & Member Secretary,

National Pharmacovigilance Resource Centre for ASU drugs, IPGT&RA,
Gujarat Ayurved University, Jamnagar

Publications / Research : Co authored 4 books related with terminology, contributed two course writing for IGNOU, one
chapters in WHO funded monograph and two chapters in AYUSH funded e-learning programme., Published/
accepted/ communicated 63 research articles in  peer reviewed - International / National seminar proceedings/other
reputed research journals, Presented more than 45 research papers (self/co-author] in International / National and semi
Supervisor : Awarded / Submitted / Working as supervisor/ co supervisor for 10 PhD(Ayu), 8 MD(Ayu.), 5 M Pharma

(Ayu.) and 1 M Sc ( medicinal planta) scholars
Guest lecture : Delivered more than 50 guest lecture during RoTP, CME and National and International seminars

Other activities :

Member secretary, National pharmacovigilance Resource centre for ASU drugs.

Working as a member of different developmental committees of the institute/ University.

Worked as organizing secretary of different Seminars and educational pregrammes.

Life member of different societies related with Ayurvda / Medicinal plants/ pharmacovigilance
Member board of studies RAU, Jodhpur

Worked as member of syllabus reforms committee of CCIM fer UG and PG syllabus of Drevyaguna
Working as an examiner for PhD and MD Ayu exam. of more than 10 universities

Preparing MCQ for various competitive, Institutes, universities and organizations.

Working as reviewer of four international peer reviewed journal.
Working as principal investigator (one) and co investigator (two), AYUSH funded projects.
Attended more than 60 National and International seminars
Abstract

National Pharmacovigilance Programme for Ayurveda, Unani and Siddha ( ASU) drugs
From prehistoric times, medicinal plants are being used, by various communities and civilizations throughout the
world, to combat different disease conditions. I India, Ayurveda, Siddha and Unani (ASU) systems medicine,
considered fo be oldest system of medicines, also prescribes drugs of herbo-mineral and animal origin for the treatment
of many diseases. Being time fested systems of medicine and maijority of drugs are of herbal origin, it is considered that
these drugs are sofe. The use of ASU medicines continues lo expand rapidly across the world.  People are now
consuming these medicines, as an OTC drug, in the name of herbal medicines or herbal products for their health care in
different national health-core settings which results @ high demand of these medicines in the national as well as
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systems and largely uncontrolled

international market. Due to inadequate regulatory measures, weak quality control
lion some adverse events has also

distribution channels (including mail order and Internet sales) and improper administra
been reported.

It is observed that, the majority of adverse events related to the use of ASU me
cither to poor product quality or to improper use. It is the high time to have kno :
to herbal medicines, and to avoid wasting scare resources for identifying and analysing adverse events, evenfs resulting

from such situations will need to be reduced or climinated. However, mass media reports of adverse eve‘nfs ie.nq to be
es in general rather than identifying the

herbal medicines has become a major

dicines that are reporfed are attributable

wledge about genuine adverse reactions

sensational and give a negative impression regarding the use of herbal medicin
causes of these events, which may relate to a variety of issues. The safety of
concern to both national health authorities and the general public.

Department of AYUSH, Ministry of Health and F &W, Gowt. of India, New Delhi, .
Graduate Teaching & Research in Ayurveda (IPGT&RA), Gujarat Ayurved University, Jamnagar as National
Pharmacovigilance Resource Centre for Ayurveda, Siddha and Unani Drugs(NPRC-ASU] in India under the Central
sector scheme for up gradation to Centre of Excellence since 2008-09. As per the proloco], NPRC-ASU Drugs, is
coordinating this National Pharmacovigilance programme (NPP-ASU) under the aegis of Department of AYUSH, Ministry
of Health & Family Welfare, Government of India. Under NPRC-ASU drugs, there are eight Regional
Pharmacovigilance Centre (RPC) for ASU drugs. There are 30 Peripheral Pharmacovigilance Centre (PPC) for ASU drugs
which are working under these eight RPCs, across the country. Adverse drug reaction related to any ASU drugs is being
reporled to these PPC, in a specially designed ADR reporting form, which are transmitted up wards after proper
evaluation at each level. Till today, NPCC-ASU drugs met thrice and ~ NPTAC-ASU drugs met once to review the
Programme os well as reported ADRs.

To full fill the primary aim of this programme i.e To develop the culture of notification and to involve healthcare
professionals and professional associations in the drug monitoring and information dissemination processes, Teachers,
physicians and pharmacists of ASU systems, were being sensitized on the concept of pharmacovigilance and how o
report ADR  through CME programme, across the country and till today more than 2000 teachers/ physicians and
paramedical stalf were trained in this regard. Further, Phamracovigilance for ASU drugs, is being included as a topic, in
the module of each CME and RoTP of Dravyaguna/ Rashashasira, coordinated by RAV, New Delhi. A web porial,
‘ayushsuraksha.com’ has been launched for on line registration of ADR related to ASU drugs through an @e formct@.

To ochieve operational efficiencies that would make Netienal Pharmacovigilance Programme for ASU drugs o
benchmark for global drug monitoring endeavors Pharmacovigilance has been included in the curriculum of graduaie
ond post graduate level siudies o'? Ayurveda. Now sieps have been taken to open one Pharmacovigilance centre of cach
cffiliated ASU colleges.  Clinical research umf.s of different phar.mf:cies including institutes conducting  Post graduale
and docieral level rescarch were requested to include Pharmacovigilance aspect as one of the criteria in their rescarch
projects. Deporiment of AYUSH, Gout. of india, has been requested to instruct the drug licensing authorizes
pharemeosig lonce aspect as one of the criteria while giving permission for a new drug.

recognised Insfitute for Post

to include

fs o poit of premetional acrivities brochures on Pharmacovigilance for ASU drugs were prepared and being distributed

el mp A wva [ CME o ‘e " . C .

o sieoll 2t Aregya / CME elc, guest lectures were delivered durlng scientific sessions of different National and
terna cnal serninars and research scholars and public were informed by putting advertisement related to NPP ASU
drugs in & Terent journals and souvenirs.
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Dr Arun Gupta
Head of Medical Affairs, Dabur India Ltd

Dr Arun Gupta is currenily working as Head @ Medical Services & Clinical Research in Dabur Research & Development Centre. He
has completed his MBBS and MD Pharmacology from Post Graduate Institute of Medical Sciences, M D University, Rohtak. Before
joining Dabur, he has worked in Global Clinical Research Organization os Sr. Manager Medical & Regulatory Affairs; and os
Medical Adviser in an Indian Pharmaceutical Company. Overall he has more than 10 years of Pharma industry experience. He has
also worked os o Resident in Medicine Department in Medical College before joining the Pharmaceutical indusiry.

He has a rich experience in Pharmacovigilance, Clinical Research, and Regulatory Affairs of Pharma as well as Indian Systems of
Medicine. He has worked on various phase Il and phase Il global clinical trials. The main theropeutic areas, he has been involved
in global clinical research, are Psychiotry and Neurology.

He hes porticipoted as a speaker in various workshops on Pharmacovigilance, Goed Clinical Practices, and Regulations in Clinical
Research He hos also participated in DIA webinar as speaker on Pharmacovigilance. He has won the prestigious Servier Young
Investigator's Award by Institutet de Recherches Internationales Servier, France for his research work presentation on Azadirachta
indica leaf extract in International conference on Pharmocology.

Abstract
Ensuring Salfety of Proprietary Ayurvedic Formulations
Proprietary Ayurvedic formulations are formulations made using the ingredients mentioned in autharative text
books mentioned in First Schedule of Drugs and Cosmetics Act and Rules of India, which are being used by a
route other than parenteral for their medicinal (diagnosis, ireatment, mitigation or prevention of disease), positive
health promoter, and beautifying properties; in which Ayurvedic ingredient is used as such or in the form of
dry/we! extract from the plant.
It was a general view earlier that Ayurvedic medicines have no or minimal side effects. However WHO (World Health
organization) in 2008 emphasized the need of establishing safety and efficacy of traditional medicines. Moreover,
recently, safety of Ayurvedic and other traditional medicines has gained utmost importance due to growing global
interest, competition and scientific discovery along with changing regulalory requirements globally.
As per the recent Gazette of India netification vide G.S.R 863(E) dated 10" August 2010, safety studies are required for
the following categories of Patent or Proprietary medicine:
1. Patent or propnietary Ayurvedic drugs / positive heallh promoter / beauty products:  If the formulation contains
ony of the ingredients of Schedule E(1) of The Drugs and Cosmetics Act and Rules.
2. Ayurvedic formulation containing hydroalcoholic extract of medicinal plant and is indicated in a new indication

Scanned by CamScanner



3 Ayunvedic formulation contaning extract of medicinal plant other than Hydro /'}llydm-nlcoholrc needs 1o
undergo extensive safety studies including acute, chronic, mutagenicity and teratogenicity.
Safety of proprictary Ayurvedic formulations may be ensured through various medalilics c.9-
1. Ensuning qualitahve and consistent quality raw material usage without any adulteration
2 Ensunng standardized and quality compliance formulation
3 Ensuring safe omount of heavy metals and contaminants
4. Ersunng rational use of the formulation
5 long term traditional and current usage
& Precimcal bovicity studies
7 Clineal studies
8. Pharmcowvigilance
Ensunng safety of Ayurvedic formulation is os important as of Pharma formulations; however, it is a bit complex
issee and o holistic view needs to be taken and accordingly the appropriate measure should be taken starting
from raw material sourcing Hill Pharmacovigilance.
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Prof. R K Gayal
Director

LY.L College of Pharmacy, MOGA 142 001

Dr. Ramesh K Goyal, Director, 1.5 F College of Pharmacy, Moga (Punjab) has been the Vies Chancellor of The
Maharaja Sayaprao University of Baroda (2008201 1) and Professor of Pharmacology in | M Collsge of Pharmacy,
Ahmedabod with over 33 yoars ol erperienca in lom,hin” onel Paseearch pmhrulrlﬂy in Cardherrasculen P||r:|rmuro’r,g/ L
Diobetes In between he was o post doctoral scholor [1984) and visting sciennist (1995) at Univecsity of Bransh
Columbia, Vancouver, Canada ond visiting Professor, Institule ol Cardiovascular Seinnces, University of Manicha,
Conada (1999, 2001, 2003and 2006) He has three potents, 15 books, over 260 full papers (b inder 1 4), 400
abstracts published and guided 41 Ph D and 153 M Pharm students, Ho is the recipiant of 59 awards including Best
Pharmacy Teacher and Best Pharmaceuticol Research Scientist (APTI) and Lilo Time Achievement & Distinguished Service
Awards from Internanonol Acodermy of Cardiovascular Sciencos, Canada Ha is the fellow of seven prolessional bodies
(FIPS, FIACS, FAMS, T1C, TICH, TNASe , T5CH) and Member of different comminees (ICMR, AICTE, UGC) He has been
the President of Indion Phormocological Society (2009) and Currently Prasident of Society of Pharmorovigilanee(2010-
11) He has ahended number of Seminars, Worksheps and Conlerences s Resource Person and also chaired various
sessions Dr Goyal hos been invited 1o deliver about 115 lectures in India and 20 lectures abroad.

He s currently the Chairman of Central Regional Committee of AICTE, Bhopal and Member, Execulive
Committee of AICTE, Now Delhi.

During three years as the Vice Chancellor al MSU, besides getting the University re-accreditation organized
several International ond National Conlerences. Major ones being the Internationol Conference on Buddhism with HH
The Dalar Lama present ond various top level dignitaries  and the Satellte Conlference ol Internatonal Congress  of
Mathematicions which was held in India for the lirst tima in 113 yeors. He has been  succossful in getting sizeable
financial support 1o MSU{about 100 Crores) and 1o | M Callege of Pharmacy (Rs 1.5 Crore in indwidual capacity)

Absiruc
latrogenesis ond Patient Salety

As a siralegy In pharmacavigilonce, the process of collaction of infermanion aboul a drug begins in phase | of the clinical
mal, belore opprovol of the drug, and conlinuas even alter approval and should end with, post market surveillonce studies
conducted around tha world Allhough, clinical trials 1ell enough of the ADRs but the "enough® v determined hy legislotion and by
contemparary (udgements obout tha acceptable bolance of banslit and harm A clinical irial con never tell you the whale story of
the odverse elfects of a diug in all sitvations. Post markel surveillance studies usas tools such as data mining of spontancous
reporting syslems ond, investigation of cose reparty to identify the relationships botween drugs and ADRy. One of the major
woaknesses of the syslem Is under reporfing ond reports ore olmost always submined voluniarily
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In spite of almost three decades programs of pharmacovigilance world wide iatrogenic diseases continues '? be Ih.e major
cause of morbidity and mortality. In the United States, an estimated 44,000 lo 98,000 deaths per year may be “""bf"ed HEREE
part to iatrogenesis. Further, between 4% and 18% of consecutive patients experience negative effects of drugs- i et
settings, with 116 million extra physician visits, 77 million extra prescriptions, 17 million emergency department visits, 8 rmllu?n
hospitalizations, 3 million long-term admissions, 199,000 odditional deaths and  $77 billion in extra costs. Similor is the case in
many other developed countries wherein data are available.

In India, the problem is more complex. The doctors tend to overprescribe, over-utilize and overuse drugs. Their
prescription and use is influenced by phormaceutical companies who operate with purely profit motives. The drug industry is
controlled by the Ministry of Chemicals rather then Ministry of Health. The patients also invite problems by self-administration of
drugs. It has been reported that about 50 per cent of the drugs are sold over the counter (OTC).

Vorious evidence based case studies indicate that iatrogenesis in India is the couse and contagious. Under all these
circumstances it is essential to have a pharmacovigilance on practicing doctors not only those who use drugs without having ever

studied (Ayurvedic, Homoepathic or Unani doctors using modern medicines) but even the current allopathic doctors getting
knowledge from mainly the medical or sales representatives.

latrogenesis and Patient Safety
SYNOPSIS

Pharmacovigilonce is the pharmacological science related to defection, assessment, understanding and prevention of
adverse effects, particularly long term ond short term side effects of medicines including biological, herbal and traditional medicines
or medical devices. The process of collection of such information about @ drug begins in phase | of the clinical trial, before

approval of the drug, and continues even after approval and should end with: post-market surveillance studies conducted around
the world.

Although, clinical trials tell enough of the ADRs but the "enough" is determined by legislation and by contemporary
judgements about the acceptable balance of benefit and harm. Further, clinical trial are specified and controlled and the results
relate only to the population of which the trial group is a representative sample (several thousand patients ot most). A clinical trial
can never tell you the whole story of the adverse effects of o drug in all situations. Many a times less common side effects and ADRs

are unknown at the time a drug enters the market. Even very severe ADRs such as liver damage are often undetected because shudy
populations are small,

Post-morket surveillance studies uses tools such as dart mining of spontaneous reporting systems and, investigation of case
reports fo identify the relationships between drugs and ADRs. Spontaneous reporting is the core daru-generoling system of
international pharmacovigilance of WHO, relying on healthcare professionals (and in some places consumers) o identify and
report any suspected adverse drug reaction to their national pharmacevigilance center or to the manufacturer. The database,
includes oround 4.6 million reports (January 2009), growing annually by about 250,000. Some countries legally oblige
spontaneous reporting by physicians and in some countries manulacturers ore required to submit through o qualifi
phormacovigilance. Others have infensive, focused programmes concentrating on new drugs, or on controversial d
prescribing habits of groups of doctors, or involving pharmacists
reporting and reports are almost always submitted voluntarily.

ed person for

rugs, or on the
in reporting. One of the major weakness of the system is under-

lotrogenic diseases are those coused by medical intervention. This includes anything ranging from damage caused by an
ill-fitting plaster cast to drug side-effects or long-term results of drug overuse. Side-effects of drugs, misuse of drugs, harmful drug
combinations, medical negligence, medical error or misjudgement, contravention of contra-indications and nosocomial disease (one
acquired in hospital) can oll constitute iatrogenic disease. In the United States, an estimated 44,000 to 98,000 deaths per year
may be attributed in some part to iatrogenesis and it is the third leading cause of death in the United States, after deaths from
heart disease and cancer. Further, between 4% and 18% of consecutive patients experience negative effects of drugs in outpatient
seftings, with 116 million extra physician visits, 77 million extra prescriptions, 17 million emergency department visits, 8 million

hospitalizations, 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.

In India, the first multicentric study for monitoring ADR was

initated in 1989by ICMR through Prof. K. C. Sinhal as th
co-ordinator. It collected o data of 54194 cases monitored for ADR 2 s STNGERN % v

from & centres. Later datq wos collected from 12 centres. In
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2005, the Notional Pharmacovigilance was starfed finally by Central Drugs Slandard Control Organization (CDSCO) ond in 2008

it iniiated Pharmocovigilance Program in India (PvPl) in 2010 ond laid down targets for 5 years to monitor ADRs throughout the
country

One of the impoct of program in India has been the reclization of concerns over pharmacovigilance for Herbal drugs and
it bos been token up by WHO. In 2006 a new concept of pharmacovigilance in environmental pharmacology, entifled as
"Pharmacoenvironmentology’ was suggested by Syed Ziaur Rohman. It is o lorm of pharmacovigilonce which deols specifically
with those phormacological agents that have impact on the environment via elimination through living organisms subsequent to
pharmocotherapy

In India, the professionals are to be blamed for irrational use or prescription of drugs. The doctors tend to overprescribe,
overutlize and overuse drugs. Their prescription and use is influenced by pharma companies. As students they are tought about
drugs but not the economics behind the drugs. Aher passing out, their drug information sources are medical representatives who
gve restricted information meant to promote their companies’ drugs.

These are the manufacturers, producers who operate with purely profit motives. Although drugs are different from other
consumer goods, all their energies are concentrated at ‘market making’ or pushing the drugs, called peddling. They are the ones
who manufacture irrationol drug combinations, banned or bannable drugs and then market the products through odvertising and
sales promoations. ‘

The drug industry is controlled by the Ministry of Chemicals rather then Ministry of Health. The existing ambiguities in the
legislations ore being exploited by the manufacturers 1o continue producing drugs of doubtful efficacy. The existing laws are not
being enforced. There is need for fresh enactments and amendments. The drug policies hove brought liberalisation without
nationalisation.

The patients also invite problems by self-administration of drugs. It has been reported that obout 50 per cent of the drugs
are sold over the counter (OTC). The free availability and access is also responsible for irrational use of drugs. Such use may be
over / under, inappropriate, ignorant, biased. Thus the patients who toke the drugs for betterment of health may actually be
injuring themselves further. The overzealous, overconcerned patients are responsible for taking medicines for smaller problems
which can be comected by rest, diet, exercise.Then there are some who demond particular drugs in prescriptions. There are others
who visit more than one doctor and mix the frealments on their own. Then we also have the type who stock the drugs and not only
self-administer themselves but also become home doctors and dispense to servants, neighbours and friends. All this constitutes to
irrational use of drugs.

Various evidence based cose studies indicate that iatrogenesis in India is the cause and contogious. Under all these
circumstances it is essential to have a pharmacovigilance on practicing doctors not only those who use drugs without having ever
studied (Ayurvedic, homoepathic or Unani doctors using modern medicines) but even the current allopathic doctors getting
knowledge from mainly the medical or sales representatives.
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Dr Sandip Agarwal
ASSOCIATE PROFFESSOR, (NIMS) JAIPUR
E -mail- sandeepcancer@rediffmail.com

Bio Data : He has severol (8) owards, Six publications, thirty nine presentation. He has served the different societies like
IMA, Cancer society, surgical society & pharmacovigilance. Presently he is secretary SOPI, president elect 2011 IMA
Agra.
Abstract

Medical Errors in Surgical Practice
Medical error may be defined as a preventable adverse effect of care, whether or not it is evident or harmful to the
patient. This might include an inaccurate or incomplete diagnosis or treatment of a disease, injury, syndrome, behavior,
infection, or other ailment
About half of the adverse events occurring among inpatients resulted from surgery.Complications from drug
treatment,therapeuticmishaps,diagnostic errors were the most common non-operative events. In the Australian study
cognitive errors, such as making an

Which patients are most at risk?
Those undergoing cardiothoracic surgery, vascular surgery, or neurosurgery,Those with complex conditions,Those in the

emergency room, Those looked after by inexperienced doctors,Older patients

Medical errors are associated with inexperienced physicians and nurses,newprocedures,extremes of age and complex

care and urgent care.

Poor communication (whether in one’s own language or, as may be the case for medical tourists, another

longuage) Improperdocumentation,lllegiblehandwriting,Inadequate nurse-to-patient ratios.Similarly named medications

are also known to contribute to the problem.

Medical errors while surgery

Surgery performed on the wrong body part

Surgery performed on the wrong patient

Wrong surgical procedure on a patient

Retention of a foreign object in a patient after surgery or other procedure

Intraoperative or immediately post-operative death in a normal healthy patient

Surgical Errors

A review of surgical errors has identified that patients with unusual physical characteristics, those undergaing multiple
procedures, those with multiple surgeons, or those with fime pressures to initiate the surgical procedure are o grealer
risk for surgical error. Other [actors that contribute to surgical errors include:
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Unusual equipment or set-up in the surgical suite;

Soffing problems;

Distrochons;

Lack of access to pertinent information;

Failere to require adherence to verification processes;

Failure to verify and mark the operative site;

Failure to require a patient assessment; and

Human factors, such as communication breakdowns, novice providers, and lack of teamwork

Approoches to Surgical Error Reduction

In addition to implementing the Universal Protocol, other risk management approaches to reduce the incidence of
surgrcal errors include:

Involving the surgeon in obtaining informed consent

Reducing reliance on memory

Improving information access

Standardizing surgical processes

Improving employee training

Improving staffing and work environments

Improving communication

Improving teamwork

Incorporating error proofing in processes

Involving the patient and family members in the verification processes

Maintaining or improving diligence in preparing for high-risk patients and procedures

The reduction of surgical errors is a national patient safety geal. To eliminate the incidence of surgical errors, surgeons
and surgical providers must examine their surgical processes and systems, identify flaws in those systems and processes,
address the potential for wrong surgeries, and become actively involved in improving patient safety
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Prof Arunabha Ray

Department of Pharmacology and Viswanathan Chest Hospital
Vallabhbhai Patel Chest Institute, University of Delhi, Delhi-110007

Prof. Arunabho Ray, MD, Ph.D, FAMS, is Head, Dept. of Pharmacology at Vallabhbhai Patel Chest Institute, Faculty of
Medicine, University of Delhi, Delhi, India.

Prof. Ray is o medical graduate from the University of Caleutta, with postgraduate (MD) and doctoral (Ph.D) degrees in

Pharmacology from the Foculty of Medicine, University of Delhi. Subsequently, he had postdoctoral training/experience
in the USA ond Canado.

He has more than 32 years of teaching and research experience in basic and clinical pharmacology at undergraduate
ond postgraduate levels, and is actively involved in the teaching and supervising biomedical research activifies of
postgroduate as well as doctoral students in pharmacology and toxicology of the University of Delhi,
researcher and is actively pursuing extramurally funded P
oreas of phormacology and toxicology.

He is prolific
rojects involving clinical and pre-clinical research in different

He has more than 150 research publications to his credit. In addition, he is author of one Textbook ond editor of three
books in his areas of expertise. He has been invited facully to several international and national universities/conferences
as visiting foculty and is member of several technical/scientific advisory committees/boards in India and abroad. He has
been the recipient of several awards and honors from apex scientific and professional bodies for his contributions in the
orea of medicol teaching and research and has contributed significantly to the development of the specialty. Most
notably, he is Fellow of Indian Pharmacological Society (FIPS) and National Academy of Medical Sciences (FAMS). Prof.
Ray is octively involved in Pharmacovigilance activities ond is an life member of SOPI since its inception. He was
Organizing Secretary of 2 Annual SOPI Conference in 2003 and is a former President of SOPI of 2007.

Abstract
Pharmacovigilance in Respiratory Medicine
Respiratory diseases like bronchial asthma and COPD ore a major cause of morbidity and mortality worlwide. Several
etiological foctors like allergy and smoking contribute 1o the genesis of such obstructive airwoy diseases, and
optimization and rationalization of drug therapy is the key to effective management. Pharmacotherapy of bronchial
asthma and COPD invariably involves polyphormacy whereby multiple drugs and routes of administration are seen,

Thus, complex drug @ drug/disease interactions are always a possibility, o problem that is compounded by factors like
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long term therapy, sometimes with drugs with low therapeutic indices. Adverse drug reactions (ADR) are thus common
ond the defection, assessment and sirategies of prevention/treatment is of utmost significance in the interest of safe ond
effective drug therapy. Pharmacovigilance is defined as @the science and activities relating to the detection, assessment,
understanding and prevention of adverse effects or any other drug-related problems® (WHO 2002). Focussed
pharmacovigilance studies are important for identifying potential areas for ADRs and also help in rationalizing drug
therapy. In one such prospective study, 120 patients of bronchial asthma and COPD were selected from the Vallabhbhai
Patel Chest Institute, University of Delhi. ADR profiles were recorded as per National Pharmacovigilance Programme
proforma. Dechallenge and rechallenge were done wherever appropriate and causality assessment was done by using
the Naranjo’ s scale. Overall analyses of the data showed thal 93% of enrolled patients were males whereas, 7% were
females, and COPD patients were predominantly males. Al patients received multi-drug treatment schedules (inhalation
ond oral) and whereas most patients received inhaled steroids and bronchodilators, few received mucolytics, antibiotics,
analgesics, etc. General ADR incidence profile of palients revealed the following : inhaled steroids (56%), Inhaled
anficholinergis (22.7%), oral methylxanthines (46.5%), oral steroids and antibiotics (21%) and short acting beta-2
agonists (5%). Detailed analysis of ADR characteristics showed that (a) inhaled steroids induced one or other ADR (sore
throat, dysguesia, glossitis, hoarseness, elc.) in 90% of asthma and 50% of COPD patients; (b) Inhaled anticholinergics
(dry mouth, thirst and urinary difficulty) in 62% asthma patients and 23% COPD patients; (c) inhaled beta agonists
(hand tremors) seen in 43% asthma and 5% COPD patients; (d) oral steroids (weight gain, acne, cramps, mood
changes) in 87% asthma and 21% COPD patients; and (e} oral theophylline (anxiety, dyspepsia, muscle spasms,
paresthesia) in  70% asthma and 46% COPD patients. In recent years, there has been resurgence in therapeutic interest
in theophylline, in view of the newly demonstrated anti-inflammatory and immunomodulatory effects. Thus, judicious use
could be of benefit in obstructive airway disease in developing countries like India. Prescription monitoring showed that
565 of the total OAD patients (120) received oral theophylline (33% in asthma and 71% in COPD). ADR incidence with
theophylline was 70% in asthma and 46% in COPD. Most patients complained of dyspepsia and anxiety (60%), whereas
few other complained of muscle spasms and paresthesia. Causality analysis showed that muscle spasms fell in the highly
probable category, whereas the other ADRs were in the probable category. Most ADRs were mild to moderate in nature
and tolerable. Few, particularly those related to oral steroids and theophylline, were intolerable and required dose
reduction. Such focused studies are helpful in reducing ADRs in OAD and rationalizing drug therapy. Further, studies -
adopting translational research concepts have been initiated to evaluate the reasons for such ADRs in order to able to

suggest strategies fo prevent or counleract them.

Scanned by CamScanner



Dr Anurag Tomar
MD (Pediatrics)

chief editor of Journal of Pharmacovigilance and Drug Safety

Dr. Anurag Tomar is a medical groduate of 1999 from S.M.S. Medical College, Jaipur and MD (Pediatrics)
from M.S. Ramoiah Medical College, Bangalore. He is a leading pediatrician of Jaipur and is also Director, NIMS
University, Jaipur. He is a pride recipient of International Kohinoor Award 2010 for education awarded in Bangkok. Dr.
Anurag is life member of 11 Sociefies including Indian Academy of Pediatrics, SOPI and Indian Academy of
Neuroscience, Dr. Anurag is the chief editor of Journal of Pharmacovigilance and Drug Safety and is state coordinator
and Principal Investigotor of Indian Clinical Epidemiology Network of Model Injection Centers Program - India (2005-
2007) - Safe Injection Practices, Integroted Management of Neonatal and Childhood Illnesses (IMNCI) (2006-2007)
and State Coordinator & Principal Investigator (India Clinical Epidemiology Network ) of Determinants of Under nutrition
in Children and Assessment of Management at Different Level of Health Care. He has presented several papers in
International and National conferences and has a Chapter on Ascites in the Indian Academy of Pediatrics (IAP) Text
Book of Pediatrics to his credit. He has also given public awareness talks os radio programs on AIDS and Child
nutrition. Dr, Anurog was the organizing secretary of two well organized Conferences namely SOPI 2007 and IAN
2009. He has published about 25 papers in National and International journals.

Abstract

Safety Issues in Medication Use by the Elderly

Pharmacotheropy is on essential component of medical care of geriatric patients and in western world oround
two third of people over the age of 60 year use more 4 or more drugs (Average 5.7). The geriatric group has less
muscle moss, lower activity of liver enzymes, lower body waler, declined GFR and suffers from one or more chronic
diseases like Arthritis, Diabetes etc. Therefore, they are more likely to cause drug-disease interactions. Although
Polypharmacy is a well known risk factor for adverse drug events, as a geriatric patient in nursing home takes on an
averoge 7 0 prescription drugs/day, use of mulliple drugs may be unavoidable in the elderly with multiple co-
morbidities. Polypharmacy and non-adherence are now well recognized drug related problem including poor monitoring
ol drugs, poor management of drugs in palients at home and poor communication between health professionals.

Therefore, the prescribing for geriatric patienis needs special attention for the safer use of drugs for them.
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Prof Govind Mohan

Principal
NIMS Institute of Pharmacy, NIMS University, Jaipur.

Fellow Speciclist of Clinical Hypertension (FSCH). This honor was conferred to Prof. Mohan for his excellent contribution
in the held of hypertension and Coronary Heart diseases. He has postulated that a hypertensive patient can get heart
arack, if his serum copper starts increasing in obsence of ofther diseases. Before joining GLA group, prof. Govind
Mohan was associated with 5. N. Medical college as Lecturer, Asst. Professor & Asso. Prof. since 1973 akter passing B.
Pharm. and M. Phorm., from B.H.U.. He was later awarded Ph. D. He hod been elected as a member of executive
commitiee, Secretary and Vice President of Indian Society of Hypertension. Prof. Mohan has a pharmacy background
and by conferring this fellowship, which is generolly meant for post-graduates with medical background, the Indian
Society of Hypertension has setup a new precedent. Prof. Mohan is also a founder Ireasurer of Society of
Pharmacovigilance (India), only society in world associoted with International Society of Pharmacovigilance. He has to
his credit many presentations/ publications in national and international conferences/journals and had won prizes like
best poper [Poster] aword in Asian Congress of Pharmacology & lnremuﬁ{ol conference of Society of
Pharmacovigilance and best paper published in Indian Journal of Pharmacology. Prof. Mohan has chaired many
scientihe sessions at the annual conferences of Indian Pharmacological Society, Indion Society of Hypertension & Society
of Phamacovigilance (Indic). He is also on review panel of Indion Jr. of Pharmacology and Journal of
Pharmacovigilance and drug safety ond in the editorial board of Jr. of Pharmacovigilance and drug safety and Indian
ir. of Hypertension. He has olso been invited to deliver lectures in various national and international conferences.He is a

member of many (B) and fellow of two acodemic societies.

Abstract
Drug-induced Skin Reactions
Drug eruplions can mimic a wide range of dermatosis. The morphologies are morbiliform, urticarial,
papulosquamaus, pustular and bullous. The medications also cause pruritis & dysthesia without apparent eruptions.

A drug induced reaction should be considered in a patients taking medication and who suddenly develops a
symmetric cutaneous  eruption. Prompt identification and withdrawal of offending agent may help limit the intensity of
reaction .Immunocompromised persons have a 10 fold higher risk of developing drug induced cutaneous reaction than
general population, especially hypersensitivity reactions including toxic epidermol necrosis. The methods to reduce
dermatological reactions includes the observotions like interval between drug odministration and eruption ,route, dose
duration ond Irequency of drug administration as parenteral administrotion have more chances of anaphylaxis ,use of
iopically applied drugs. The patient’s education, lymphocyte toxicity assay are other strategies to reduce drug induced

skin reactions.
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Professor
Dept of Gynae & Obs, | L N Medical College

Aligarh Muslim University, Aligarh
rajyashri.sharma@gmail.com

Field of Interest:
SAFE MOTHERHOQOD, PREVENTIVE ONCOLOGY
& EmOC (emergency obstetrical Care)
Abstract
Adverse Drug Events and Patient Safety Issues in Obstetrics & Gynaecology Practice
Adverse drug event (ADE): Any untoward medical occurrence including, undesirable signs & symptoms, disease or
accidents, abnormal laboratory finding (leading to dose reduction / discontinuation / intervention) during treatment
with a pharmaceutical product in a patient or a human volunteer that does not necessarily have a Relationship with the
treatment given ADE does not imply causality but in ADR a causal role is suspected.

Potential adverse events are defined as errors that have the poienﬁu| to cause harm. Potential adverse outcome are
development of new symptoms, physical signs  or laboratory test abnormality A preventable adverse event represents
an adverse event which can be avoided by means available in routine practice.

Adverse events or poor patient outcome resulting from medical care are common. Studies from several countries,
including Canoda, indicate that 2.7-12.5% of hospitalized patients experience an adverse event. Litlle is known about
odverse events in obstetric patients. The possibility of data describing adverse events in obstetrics reflects exclusion of
Obstetric patients in some studies and low numbers of events in others. These low event rates would be reassuring were
it not for the exceedingly high costs of litigation in obstetrics.

There are several challenges to conducting adverse event research in Obsletrics. The first relates to rarity of events
because these are rare there are few opportunities to investigate them. A second challenge is the discordance between
what is documented in the chart and what actually occurs.  The third challenge is the anxiety created by the high risk of
litigotion. Obstetricians are more likely to be sued.

CONCLUSION : serious adverse events occur infrequently on an obsletric service. However, important quality problems
ore common ond should be targeted for improvement. The efforts to improve salety through team building ond improved
communicolion sirategies are appropriafe targets for quality improvement. Infertility drug therapy has to be coutiously

used as it may have adverse effect on pregnancy and fetus.
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Dr. Kavita Gulati

Associate Professor Pharmacology
Vallabhbhai Patel Chest Institute, University of Delhi

Dr. Kavita Gulati is Associate Professor in Pharmacology at Vallabhbhai Patel Chest Institute, University of
Delni. She obtained her masters degree in Pharmacology from the All India Institute of Medical Sciences and
subsequently did her Ph.D from the University of Delhi. Dr Gulati has more than 22 years of teaching and research
experience in Clinicol and Experimental Pharmacology and Toxicology in different capacities in India and abroad. She
is the recipient of several national awards including the Achari Prize and Uvnas Prize and the prestigious Prof. B.N.
Ghosh Oration of the IPS She is member of several professional bodies/societies relating to pharmacology and allied
sciences (viz. National academy of Medical Sciences, International Neuroendocrine Federation, New York Academy of
Sciences, Society of Toxicology, Society of Pharmacovigilance, Indian Pharmacological Society, etc. Her biogrophy has
also been include in the Marqui’s “Who is Who" in the world in science. Her research interests are in Respiratory
Pharmocology ond Toxicology, Neuropharmacology and Stress Research, and she is the Principal Investigator of several
extramurally funded research projects (viz. DST, AYUSH, CSIR, ICMR, efc.). She hos the disfinction of being invited 1o
present talks at prestigious international meetings like IUPHAR (China), CMB Congress {France), World Stress Congress
(Hungary), and CPT Congress (Australia). She hos been visiting scientist to reputed international institutions like
Semmelwies Medical University (Budapest, Hungary), University of Pittsburgh Medical Center (USA), Army Medical
Institute (Xian, China), University of Minnesota at Minneapoilis (USA), University of Illinois at Chicogo (USA), etc and
expert member of different Institutions and Government orgonizations in her field. She has published extensively in
leading national and international journals, is co-author of several chapters in reference and textbooks of
Pharmacology, and co-editor of three books in Pharmacology. Dr. Gulati is an active member of SOPI since its
inception.

Abstract

Translational research in safety pharmacology : a novel approach
Tronslational research in health sciences is a novel and interoctive specially to explore bi-directional
interoctions between basic medical ond clinical sciences for the betterment of human health. Since drugs form an
integral part of the health care system and novel strategies are constantly being explored for safe and effective use of
drugs and translational research on  pharmacology and allied bio-medical sciences could contribute immensely.
Phormacology and its principles probably provides the most meaningful interface between preclinical and clinical
sciences in which the acodemia, pharmaceutical industry and regulatory authorities provide their inputs.
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Pharmacovigilance deals with detection, assessment and prevention of adverse drug reactions (ADR). ADRs can
be a complex phenomenon and several factors like the drug, the individual, and the disease state could contribute to its
genesis. Respiratory disorders are one of the major globol causes of morbidity and mortality. Long-term drug use
porticulorly those with low therapeutic index, polypharmacy, drug-drug/disease interactions and multiple routes of
edministration contributes to ADRs during therapy in respiratory diseases. Focused ADR reporting / monitoring could be
of great help and provide specific information for prevention/alleviation of such ADR related problems, thereby cutting
health costs. Environmental and occupational factors may further compound this problem. A prospective study was
conducted in 140 patients of obstructive airway disease (bronchial asthma and COPD) at the Vallabhbhai Patel Chest
Institute, University of Delhi. Ethicol clearance wos obtained and GCP guidelines followed.  The pattern of ADR
generation and profile were recorded as per the guidelines of the National Pharmacovigilance Programme and causality
assessment was done using the Naranjo’ s scale. All patients received multi drug theropy schedules by inhalation, oral
or parenteral routes. Most patients received bronchodilators and/or corticosteroids, besides other forms of therapy. The
results showed that 75% patients complained of one or other adverse effect. Oral steroids were associated with 25%
incidence of ADRs in COPD os compored to 40% in bronchial asthma 60% of the patients received inhaled
anticholinergics out of which 25% complained of one or other ADR. Theophylline is ropidly re-emerging as a
pharmacoeconomically viable adjunct for the treatment of obstructive oirway disease. Our study focused on various
strategies to promote the safe use of theophylline in such patients. Out of the 63 patients put on oral theophylline, o
drug with a narrow therapeutic index, 45% comploined/exhibited ADRs like anxiety, dyspepsia, muscle spasm,
paresthesia, etc. Most ADRs were moderate to foleroble ond were in probable category as per cousality assessment. The
anxiety and dyspepsia related symptoms were most prominent as ADR. In order to devise strategies for its safer use
experimental studies were conducted in rats to evaluate the possible mechanisms of these ADRs. The data showed that
theophylline induced (a) anxiety and  (b) gastric ulceration in experimental models. These changes were associoted
enhanced oxidative stress and aftenuated by antioxidant pretreatment. These results indicate that oxidative stress plays
on important role in anxiety and gastrointestinal manifestations of theophylline and propose that use of antioxidants
may prevent/reverse these unwanted effects of the drug during theropy in obstructive airway disease. Such translotional
studies provide a novel approach for enhancing safety of pharmacotheropy.
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Dr. Manisha Singh
Head of Dept. Medical Oncology
Mahavir Cancer Sansthan, Patna

Experience - More than 10 years experience os faculty in medical oncology at Mahavir Cancer Institute & Research
Centre (400 indoor bedded, hospital exclusively for cancer patient), Incharge of National Cancer Registry Programme at
MC & RC, Member of Task Force in Gall Blodder Research in Gangetic Belt, At present HOD, Medical Oncology & Day
Core Unit {120 Bedded) at Mahavir Cancer Institute & Research Centre.

Troining from - Advance Medical Research Institute (AMRI) Kolkata. Tala Memorial Hospital, Mumbai.
Institute & Research Centre, Patna

Official Post held (in different association) : Editor Journal of Breast Cancer Foundation - India, Editor Journal of

Hyperthermic Oncology & Medicine, Editor Journal of Indian Society of Oncology, Executive Body Member of
Association of Radiation Oncologist of India (AROI), Bihar Chapter,

Mahavir Cancer

Publications : Twenty one Publications in different National & International Journal in her credit., More than Forty Nine

presentations of Scientific Papers in different National & International Scientific Meetings, Major contribution in three

Oncological Books., Actively Participating in - Various programme of Community Oncology & Palliative Care work of
Mahavir Cancer Institute & Research Centre.
Abstract
Today's Challenges in Pharmacovigilance

Highly publicized safety issues of medicinal products in recent years and the accompanying pol
forced both the US FDA and the European Medicines Agency (EMA) to im
pharmacovigilance. These legislative changes demand more proactive risk management strategies of both
pharmaceutical companies and regulators to characterize and minimize known and potential safety concerns.
Concurrently, comprehensive surveillance systems are implemented, intended 1o identify and confirm adverse drug
reactions, including the creation of large pharmacovigilance databases and the cooperation with epidemiological
centres. Although the ambitions are high, not much is known about how effective all these measures are, or will be. In
this review we analyse how the pharmacovigilance community has acted upon wo adverse events associated with the
use of erythropoiesis-stimulating agents: the sudden increase in pure red cell aplasia and the possible risk of tumour

progression associated with these products. These incidents provide important insight for improving pharmacovigilance
but also pose new challenges for regulatory decision making. '

A lot mere obout common chemotherapeutic drugs will be discussed with personal
Sansthan.

itical pressure have
plement stranger regulations concerning

experience at Mahavir Cancer
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Dr Shoibal Mukherjee
MD, DM,

Vice President
Clinical Research, Quintiles Research Pvt. Ltd. India

Dr Shoibal Mukherjee joined Quintiles in May 2011. He has postgraduate qualifications in Medicine and Clinical
Phormacology, and a Masters in Pharmaceutical Medicine from Hibernia College, Ireland. He started his career at
Alembic Chemical Works in Vadodara, India. He was Medical Director for Plizer India from 1997 to 2006, Vice
Presidert, Medical Alffairs and Clinical Research at Ranbaxy Laborateries from 2007 to 2008 and Senior Vice President,
Clinical Development at GVK Biosciences before he moved to Quintiles. Dr Mukherjee has been associated with the
development ofclinicol research as o specially within the pharmaceutical indusiry in India, having been among the
founders and the first President of the Indion Society for Clinical Research. He has been closely involved with the
evolution of pharmaceutical regulations in the country, representing the pharmaceutical industry through the Medical
Committee of the Organization of Pharmaceutical Producers of India (OPPI), as a member of the Schedule Y Review
Committee whose recommendation led 1o the revision of clinical trial ond new product submission requirements in early
2005, as on executive committee member of the Indian Seciety for Clinical Research (ISCR), and as a member of the
Clinical Trials Task Force of the Federation of Indian Chambers of Commerce and Industry. At Quintiles he serves as
Chief Medical Officer, providing oversight to safety, ethics and public policy initiatives.
Abstract

Safety Pharmacology Studies in New Drug Development Research

Safety pharmacology became a formal and recognized part of the regulatory development of new drugs when, in 2001,
the ICH published guideline S7A. Prior to this, safety harmacology was evaluated as part of non-standard discovery
research without consistency in approach across the industry or across geogrophic regions. The Japanese MHW was the
first to require reporting of systematic organ-system testing prior to marketing authorization and these had become
standord practice within the industry by 1995. The concept of safety pharmacology is based upon the realization that
standard toxicological testing, while appropriate for the study of stable structural e?i);cis of drugs on tissues and organs,
is not designed to study funclional effects and responses of organ systems to drug exposure at therapeutic dose levels.
Yet it is precisely these effects and responses that have the potential to result in critical care emergencies during early
human testng of new drugs Salety pharmacology testing may include in vivo, ex vivo and in vitro studies. ICH

uideline S7A requires mandatory testing of investigational drugs through a core battery of safety pharmacology studies
ia& should minimally include evaluation of effects on the central nervous, cardiovascular and respiratory systems for all
drugs with systemic exposure, including diagnostic agents and drug formulation excipients. The non-clinical evoluation
of the potential for delayed ventricular repolarization, as described in guideline S7B, should also be considered os part
of the core battery. The results from the core battery ore expected to be available for evaluation prior to human testing.
Any follow-up or supplemental studies resulting from concerns emerging from results of the core battery should also be
completed prior to the first dose in humans. Additional studies can be carried out for further clarification and to fest the
effects on other less critical organ systems during clinical testing or prior to approval unless not doing so can be
justified. These may include clinical studies such as the clinical evaluation of QT;QTC prolongation described in ICH
guideline E14. Whenever possible, sofety pharmacology studies should be conducted under GLP/GCP conditions.
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Professor Saad Shakir

MB ChB LRCP&S FRCP FFPM FISPE MRCGP
Director - Drug Safety Research Unit, Southampton, Uk

Abstract
Risk Management in Pharmacovigilance
Risk management (RM) in pharmacovigilance is defined by the EMA as the “set of pharmacovigilance activities and
interventions designed to identify, characterise, prevent or minimise risks relating to medicinal products, including the
assessment of the effectiveness of these medicines”. In many ways RM can be considered as a synonym of
pharmacovigilance.  The aim of RM according to the EMA is 1o “ensure that the benefits of a particular medicine
exceed the risks by the greatest achievable margin for the individual patient and for the target population as a whole.”

Operationally RM aims to better understand the potential risk [events not reported in humans with possible causality or
above), identified risks (events reported in humans with possible causality or above but not fully understood) and also

fills any gaps identified as missing information during pre-markefing development, such as sub- populations which were
not studied or studied incomplefely e.g. children and the elderly.

The process of RM progresses during the life cycle of a product, ideally starting as early as possible in pre-marketing
development, oll the way through not only fo the early post-markefing phase but well after that. Every step needs to be
based on what is known about the safety of the product {and sometimes similar products), what needs to be done to
improve that understanding and what methods are used to minimise identified risks. The process is not considered
complete until studies are conducted 1o examine whether the methods implemented for risk minimisations were effective.

Risk management is @ dynamic process which is continuously informed by evolving information.

_ » 1o include others such as, researchers, health care professionals, patients and
patient groups ond others. It also transforms pharmacovigilance from an anecdote-based reaciive discipline to an

evidence-based science. This will hopefully show that the opplication of RM will have a protective effect on patients
from drug related morbidity and mortality. Time will rell.
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Prof Hari Dayal
i Ph.D., F.A.C.E.

Adjunct Professor of Health Policy and Management
UNTHSC School of Public Health
Fort Worth, TX, USA

Professor Dayal worked in public health and international health ond held academic positions at the State University of
New York at Buffalo, Johns Hopkins School of Public Health, Medical College of Virginia, and Fox Chase Cancer
Center. He has recently retired as Professor of Preventive Medicine and Community Health from the University of Texas
Medical Branch.

Professor Dayal conceived, developed, and delivered for more than ten years a curriculum in clinical research methods
for clinicians, advanced medical students, residents, fellows, and faculty. This module is easily adaptable and
transportoble to any setting in the world. .

As Statistical Advisor to the Afghan Demographic Studies, a USAID sponsared project, he directed the data collection
and analysis of the first census-survey in Alghanistan. He has done several original epidemiological research works of
great scientific impact.

Abstract

Pharmacoeconomics: beyond safety, efficacy, and phramacovigilance
The evaluation of pharmaceutical products has traditionally focused on considerations of safety and efficacy. Because
of the growing concern over the cost of health care, however, it is also important to include patient outcomes and cost-
effectiveness considerations in the equation. Health economics applies economic concepts to health and healthcare
systems. Pharmacoeconomics oddresses economic evaluations of the pharmaceutical products and programs. We
discuss the methods and techniques of phrmacoeconmics, focusing particularly on stafistical considerations in planning
.such siudies and onalyzing ond interpreting the data. The methods are discussed in the theoretical framework of input-
output analysis, invoking the concept of economic efficiency in the sense of optimizing health outcomes for fixed level of

resources.
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Dr. Syed Ziaur Rahman
School of Medicine, University of Western Sydney, Australia

Syed Ziour Rahman did MBBS in 1995 and MD (Pharmacology) in 2000. Currently, he is pursuing PhD from School of
Medicine, University of Western Sydney, Australia. As a scholar, he has fo his credit 4 published books, three important
chapters in medical science books and more than 50 reseorch papers in both national and international journals. He
also edited 9 publications. He is closely associated with ‘Society of Pharmacovigilance, India (SOPIF. He started as
editor-in-chief, the official journal of SoPl viz “Journal of Pharmacovigilance & Drug Safety’ and edited its first 2
numbers At present, he is representing SoPl as Secretary International Affairs. He coined the term
“Pharmacoenvironmentology” for the study of drugs at therapeutic doses and its impact on environment and
differentiated it with “Ecopharmacology”.
Abstract
Study of Antidepressants: SSRIs, SNRIs and St John’s Wort from the 45 and Up Database

Infroduction: Depression is a common mental heolth condition affecting all age groups. First line treatment for moderate
to mojor depression is antidepressants specifically SSRIs (selective serotonin reuptake inhibitors) ond SNRIs
[Serotonin@norepinephrine reuplake inhibitors) in oddition to S John's Wort as o complementary medicine. Whilst side
effect proliles of these hove been studied extensively but its pattern of usage and association with general wellbeing in a
society has not yet been perturbed.
Aims: To determine prevalence, patferns and drug interoction of SSRIs, SNRIs and St John Wort in a population over the
oge of 45, and 1o explore correlation of these antidepressants with self-rated memory, quality of life and overall health.
Met‘hods- Crosysactionol- data ‘from baseline questionnaire of the *45 and Up Study’ (Sox Institute) were used. Various
satistical tests were opplied using SPSS. Mean and medion of drugs versus age and sex were compared along with its
expected and observed count. Odds rafios with 95% tonfidence interval were calevlated for correlation studies.
i o b e S8 e o0 it ey 5
significont correlotion between younger participants taking these c.lru s e €08 of 9.9 were on gl

gs was found (p<0.001) compared to mean age of

62.8 of the remaining participants, A larger proportion of portici .
pants taking SSRIs and SN
(p< 0.001). Participants taking SSRIs and SNRIs disproportionall e

than the general population. Twelve cases were identified who con
Conclusion: SSRIs and SNRIs yse are widespread among older population des
more common in females. A quite number of parficipants wero taking more than
without St John's Wort. The fatal cambination of SSRIs and St John Wort show
between health core practitioners ond patients,

pite serious adverse effects. The use Is
one SSRis and SNRIs at a time with o
s there is gl some miscommunication
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Dr. Vivek Sharma
Medical Advisor

Cachet Pharmaceuticals, Utd., Mumbai

Abstract
Drug Allergy

Drug allergy is an uncommon and unwanled side cffect of medication.  Reactions to drugs range from a mild localized
rash 1o serious effects on vital systems. The body's response can affect many organ systems, but the skin is the most
frequently involved.

Adverse drug reactions (ADRs) are classified as prediclable or unprediciable. A predictable drug reaction is related 1o
the pharmacological actions of the drug.  Allergic drug reactions are mostly unpredictable in nature, are related to
immunological response.  They occur in a minority of persons receiving the drug - fewer than 10 percent of adverse
drug reactions are ollergic.

Drug allergy is defined as an adverse reaction lo a drug by a specific immune response cither directly to the drug or
one or more of its metoboliles alone, or lo a drug bound to a bady protein such as albumin, (Hapten).  Such binding
alters the structure of the drug/protein complex, rendering it antigenic.  Allergic reactions have no correlation with
known pharmacological properties of the drug ond thoy often include o rash, angioedema, the serum sickness
syndrome, anaphyloxis and asthma which are reactions similor to those of classical protein allergy.

The allergic reactions usually require an induction period on primary exposure but not on readministration. They
disappeor or abale on cessation of therapy and reappear alter readministration of a small dose, and dosensitization
may be possible.

The criteria of the classification of drug allergy are based on the time required for the symptoms or skin test reactions to
appear dfter exposure--- immediate and delayed hypersensitivity. They are also based on the nature of organ
invalvement.

This presentation shall brieflly oulline an overview of drug allergy.
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Dr. Ajay Kumar
FRCS (Edin.), FIAMS (Uro.), FICS (Uro.)

UROGENITAL SURGEON

President : Indian Medical Association (2007-2008)

President : Urological Sociely of India (2008-2009)

Vice President : Commonwealth Medical Association (2007-2010)
* Member :Council of World Medical Association

Chairman : Association of Promotion of Creative Learning (APCL)

E-mail : drajaypatna@redifimail.com

Abstract
ADR (Adverse Drug Reaction) : The Indian Perspective
ADR is a global problem. One of the important factors is lack of transparency and “telescopic view” of
clinical trials due to pecuniary interest of sponsoring pharmaceuticals industry. Also, special group of
patients like children and pregnant women are not included in Clinical trials due to ethical and legal
reasons . Elderly patient are another group where all the factors related to them is often not taken into
consideration in designing the clinical trials. In India , matters becomes complicated due to concomitant
use of “AYUSH" medicine and practice of CAM . Indiscriminate use of drugs by large no of “Quacks”
and  self medication without prescription is o matter of concern. India needs
“Pharmocovigilance” network taking into consideration, dall the factors relevant
Awareness at ground level and involvement of Indian medical associat
the field of medical and health awareness

strong
in the country.

! ion and other NGO’s working in
is essential to have a widespread and effective network.
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Dr Ronald H B Meyboom
Medical Advisor

Uppsala Monitoring Committee (UMC), Sweden

Dr Ronald Meyboom graduated as o medical practitioner of the University of Leiden in the Netherlands. With a
keen interes! in pharmacology and in medicines as a paradoxical couse of disease, he has headed for almost 20 years
the National Pharmacovigilance Centre in the Netherlands. In that time he also pioneered hospital pharmacovigilance at
the Leiden University Hospital (Dr H. Mattie). In 1998 he defended a PhD thesis at the University of Nijmegen based on

his experiences in practical pharmacovigilance, entitled “Detecting Adverse Drug Reactions. Pharmacovigilance in The

Netherlands”.

After having assisted in the creation a new organization for pharmacovigilance in his country (in the form of an
independent non-profit foundation), he became more involved in international pharmacovigilance (WHO Uppsala
Monitoring Centre) ond initiated collaboration between the centre in Uppsala ond the Department of
Pharmacoepidemiology ond Clinicol Pharmacology of the University of Ulrecht (The Netherlands), combining research
ond teaching.

Dr Meyboom has published over 100 articles and chapters relating to pharmacovigilance in specialised
journals and books. He is an honorary member of the Society of Pharmacovigilance of India (SoPl), o founding board
member of the International Society of Pharmacovigilance (ISOP), a member of the editorial boards of the journals Drug
Salety ond Pharmacoepidemiology and Drug Safety, and co-author of the Meyler's Side Effects of Drugs series.
Having recently reached 65, the further development and improvement of pharmacovigilance around the world is his
major commitment.

Abstract

Spontaneous monitoring and biopharmacovigilance - do biopharmaceuticals cause infections
and neoplasms?

Biopharmaceuticals are revolutionising pharmacotherapy. These compounds differ in several respects from the “small
molecule drugs’. It is os yet uncertain how effective the current adverse event reporling systems are in
‘biopharmacovigilance’. The reported connections between biopharmaceuticals and infections and neoplasms will be

discussed.
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Dr. Shubhadeep Sinha
Head & Associate Vice-President
Clinical Development & Medical Affairs, Hetero Drugs Limited, Hyderabad

Dr. Shubhodeep Sinha, an MBB.S & MD (Phl:lrmocology) from Seth GSMC&KEMH and TNMC & BYLNair hospilol
mumboi respectively has more than a decade experience in clinical research, pharmacovigilance & medical affairs in
pharmaceutical industry in pharmaceutical orgonizations such as Glenmark Pharma, Organon limited, Khandelwal labs,
Dr. Reddy's Loboratories, Accenture, Indigene, Vimto Labs & Hetero group of Pharma companies. Currently, he is
Associote Vice-President & Head- Clinical Development & Medical Affairs ot Hetero & handling operations of clinical
research, Medicoregulatory, pharmocovigilance & Medicomarkefing octivities. He has been part of setting up &
operations of pharmacovigilance in at least two companies, He hos six publications in medical journals & is a guest
faculty for clinical research & pharmacovigilance in some reputed training institutes.
Abstract

Pharmacovigilance in Pharma industry & Regulatory perspectives
Pharmacovigilance, defined by the World Health Organisation as ‘the science and activilies relating to the detection,
assessment, understanding and prevention of adverse effects or any other drug-related problem’ plays a key role in
ensuring that patients receive safer drugs.
The withdrawal of rofecoxib worldwide directed renewed attention to drug safety. In the aftermath of the withdrawal of
rofecoxib, the major regulatory authorities including but not limited to FDA & EMEA ensured an independent review of
the current system of post-marketing surveillance. The main outcome message was that the regulatory authorities need
to follow the safety of a drug during its whole life cycle. This life-cycle approach includes identifying safety signals,
designing studies 1o confirm them, evaluating benefits as well os risks, using risk-benefit assessments 1o integrate study
results and communicoting key findings fo patients, pharmaceutical industry and physicians.
Review mechanisms of safety used by pharmaceutical industry in pre-registration settings during clinical development of
drugs are performed throughout the clinical research program by R&D and pharmacovigilance departments within the
sponsor companies.
Serious, unexpected adverse reactions that occur during clinical trials and are suspected of being related to the study
drug [SUSARs) must be submitted to the appropriate regulatory authorities within specified short time frames (expedited
reports). They must also be notified to all investigators and to ethics committees. During the course of the clinical trial
program, annual reports (Annual Salety Reports in the EU, IND Annual reports in the US) including a summa
analysis of all the serious adverse events that have arisen during that period and all new safety findings from
studies, as well os evaluations of benefit and risk, must be submitted 1o the regulatory authoriti
All of these submissions are required by law and compliance by the companies is checked by

ry and
animal
es and ethics committees
a combination of internal
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| sporaneays reparting sysem cncbles physicians, pharmacists and potients to report suspected ADRs 1o a designated

charmocmnalance cente and various regularory authorites worldwide. The pharmacovigilance centres collect and
' g : : g ! . ;
cnchyze the repors ond lorm sokehalders of the potential nsk when signals of new ADRs arise Spontaneous reporting

i+ 2lse Lin by the phormacoviglance centres of the phormaceutical erganisations to collect safety information about

theis druas By spontansous reporting,  is possible to moniter all drugs on the market throughout their entire life cycle
SG 'L‘!A:.:VEL}! low cost. The main drawback of this opproach is the potential for selective reporting and under-reporting.

lntems ve montoring systems use prescripion data to identify users of a certain drug. The prescriber of the drug 1s asked
cbout cny odverse event occuming dunng the usage cf the clrug being monitored. These data are collected and
analyzed for new signals The basis of intensive monitoring is @ non-interventional observational studies such as post-
marcenrg surveillence studies during marketing of the drugs. Through its non-inferventional character, intensive
momitoring provides real world clinical data irvelving neither inclusion nor exclusion criteria throughout the callection
period.

Datobase studies are conducied in order to test o hypothesis and can be conducted using o veriety of methods,
including case—contro! studies and cohort studies. The limitations of these metheds include power considerations and
study design

Another step in o more pro-active post-markefing surveillance is the introduction of risk management plans (RMPs). Such
PMP: ore set up in order to identify, characterize, prevent or minimize risk relating to medicinal products, including the
cssessment of the effectiveness of those interventions.

The Detailed Description of the Pharmacovigilance System (DDPS) is one of a number of essential documents for every
company's pharmocovigilance system in Europe. The legal framework for the DPPS is contained within Volume 9A of
“The Rules Governing Medicinal Products in the European Union. The Applicant for a marketing authorisation must
provide o DDPS to accompany their application. The DDPS needs to contain an “overview of the pharmacovigilance
system providing information on the key elements of that system”. It must also include details of the specific European
Gualified Person (QPPY) who is going to hold averall responsibility for the ensuing pharmacovigilance services.

In India, pharmacovigilance guidelines, though not so well defined as the international ones, is comprised of reporting
of SUSARs & SAEs from investigators & pharmaceutical sponsors during clinical development and by patients or
phormaceutical organisations and submission of periodic safety update reports (PSURs) within well-defined defined fime-

periods to the regulatory bodies such os ethics committees (during clinical trials) and the Drugs controller General of
India (DCGI)
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Pharmacovigilance Programme of India
[Source : CDSCO Webhsite] o o

The Central Drugs Standard Control Organization (CDSCO), Directorate Generﬂlt of He?.ﬁw SETVICEs under e cegss of
Ministry of Health & Family Welfare, Government of India in collaboration with .ln-du:m Facmoncye ggcrﬂ-" e,
Ghariobad has initiated a nationwide pharmacovigilance programme - Phormacovig Im:tce Progromme c [r:_r‘- a [P
for protecting the health of the patients by assuring drug sofety. The progremme s coord-'r_:'e::l gy e Ingign
Pharmocopeia commission, Ghaziabad as a National Coordinating Centre (NCC) that operates under the supersis o
o Steering Committee. ’
The programme goal is to ensure that the benefits of use of medicine outweighs the risks and thus safeguard the heo's
of the Indian population,
The objectives are to

® monitor adverse drug reactions (ADRs) in Indian population
create awareness amongst health care professionals about the impertance of ADR reporting in India
monitor benefit-risk profile of medicines
generate independent, evidence based recommendations on the safety of medicines
support the CDSCO for formulating safety related regulatory decisions for medicines
communicate findings with all key stakeholders

® create a national centre of excellence at par with global drug safety monitoring standards
WHO and UMC work with and/or provide technical support to more than 94 countries worldwide. The long tem
objective of the PvPl is to establish o ‘Centre of Excellence’ for Pharmacovigilance in India. To ochieve #'s chiective
the PvPI-NCC has established collabaration with Uppsala Monitoring Centre (UMC) - the WHO Collcborating Centre
based in Sweden. Under the agreement the WHO-UMC agreed to extend support as follows.

® Training of the staff of the ADR Monitoring centers across the country and also those at the BVPI-NCC ot °C
Ghaziabed
Usage of UMC's Vigiflow software (for medicines) and Paniflow (for vaccines) at no cost 1o PYPL
Access ta Vigibase, which contains worldwide medicines safety data
Access to early information about potential safety hozards of medicines {worldwide data)
Technical support
Technical assistance for a regular publication that will be issued by the PPl NCC for distribution 1o the ADR
Moenitoring centers and other stakeholders.
CDSCO Headguarters held several meetings with UMC over
approach for technical collaboration.
Functions of ADR Monitoring Centres (PvPI-AMCs)

® Collect of ADR reports
Perform follow up with the complainant to check com
Data entry into Vigiflow
Reporting fo PYPI-NCC through Vigiflow with the source data
Training/ sensitization/ feedback to physicians through n

the past fev years to discuss the potenticl rele and

pleteness a5 per SOPs

(original) attached with each cose
ewsletters circylated by the PvPI-NCC
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KNOWLEDGE, ATTITUDE AND SKILLS OF NURSES TOWARDS ADVERSE DRUG REACTION
REPORTING
AMRITA PARLE, B KHARBANDA

Delhi Institcte of Pharmeceutical Sciences and Research, Pushp Vihar sector I, M.B. Road New Delhi - 110017
E-mail: amrita.parle@gmail.com, amritaparle!1@ychoo.co.in
AIM: To determine the awareness of nurses of Delhi about ADR reporting and pharmacovigilence.

METHOD: A questionnaire containing 23 questions was distributed and completed questionaire was collected on the
same day.

RESULTS: The response rate of the survey wos 65%. The meaning of term pharmacovigilance was known to 68.27% of
nurses. Surprisingly only 51.92% of nurses understood the correct meaning of the term ADR. None of the nurses knew
the pharmacovigilance centers of India. Only 7 69% nurses knew the reporting centers of Delhi while just 2.88% nurses
had the phone number, oddress of these reporting centers. Most of the nurses (93.27%) inform patients cbout the
expected therapeutic effects of the prescribed drugs. Their inferaction with the patients regording side effects was
significant. Nurses (90.38 %) said that they report observed ADRs. Maijority of the nurses said to report the ADRs to the
physicians or hospital pharmacy. Nurses felt that, they need not report ADR either because ADR is well known (40.38%)
or due to uncertainty obout the causal drug (49.04%). About half of the nurses (47.12%) informed to have existence of
set procedure of reporting ADR in their organization. Most (75%) of the nurses did not have ADR reporting forms.
Remcining 25% nurses had only localized ADR reporting forms.

CONCLUSIONS: Nurses are not reporting ADRs to ADR menitoring centers of CDSCO. Education and fraining is
essential for ADR reporting by nurses to the ADR monitoring centers.

Key Words: ADR, ADR reporting, pharmacovigilance, nurses.
oo
CHLOROQUINE INDUCED PHOTOSENSITIVE DERMATOSES - A Case report

Padmavathi S. , Lavakumar S.
Mchatma Gandhi Medical College And Research Institute, Pondicherry

INTRODUCTION: Chloroquine, a commonly used antimalarial drug and alsa @ DMARD is known to cause adverse
effects like severe gastritis, cycloplegia, blurring of vision, corneal opacity, toxic psychosis, photosensitive dermatoses
and even retinal damage on prolonged use. Here we report a case of photosensitive dermatoses due to chloroquine seen
in a tertiary care teaching hospital at Pondicherry.

CASE REPORT: A fifty years old female patient was prescribed chloroquine 150 mg orally for a period of one month for
rheumatoid arthritis. At the end of one month she developed multiple, irregular, well-defined, pigmented, scaly plaques
over the sun-exposed areas of the face, upper arms and forearms. A diagnosis of probable chloroquine-induced
photosensitive dermatitis was made. Chloroquine was withdrawn and she was adviced to continve Tab ibuprofen and
Tab methotrexate and she recovered from the cutaneous reaction.

DISCUSSION: The exact mechanism by which chloroquine is used as a Disease Modifying Anti Rheumatoid Drug is not
known. In this case of dermatoses caused by chloroquine, the causality assessment was done using Naranjo s algorithm

and the association was probable with moderate severity according to Hartwig et al scale. Preventability assessment was
done based on modified Schomock and Thornton scale and found to be not preventable.

CONCLUSION: Chloroquine induced photo dermatoses is an uncommon adverse drug reaction seen in 1-2 % of
population. Though routine ophthalmological examination is done for patients on chloroquine therapy, this adverse
cutaneous drug reaction should also be outlooked with caution by the prescribing physicians.
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Drug prescribing pattern for Major Depressive Psychosis patients in Geriatric Clinic of a

teaching hospital in Northern India.

Farida Ahmad, *P. P. Singh, Manoj, Anil Kumar and *R. K. Gaur
Departments of Pharmacology & ‘Psychiatry, J. N. M.C. AMU, Aligarh-202002 (U.P)

Objectives:
The aim of the study was to evaluate the current prescribing pattern of Psychotropic drugs in geriatic patients of MDP in

o teaching hospital in Northern India.

Methods:

Records of geriatic patients who attended the Psychiatric out patient department of JNMC, AMU, Aligarh from Jonuary
2008 to 2011 were reviewed. Data were tobulated and analyzed for epidemiological characteristics and to discern
prescribing frequencies and patterns.

Results:

During the period 360 patients were enrolled in the clinic of which 57% were male and 43% were females. 78% of the
patients belonged to urban area and 22% were from rural background. About half of these (47%) were of 60-64 years
age while the rest belonged to 65-75 years of age. About half of the patients suffered from MDP (43.5%). Of these
55.48% patients were prescribed SSREs with Benzodiazepines being the other most commonly prescribed drug (36%),
Others received TCAs (5.8%), Atypical antipsychotics (3.2%), Atypical antidepressants (2.5%) and Sodium valproate
(2.5%). Among SSRIs Fluoxetine was the most commonly prescribed followed by Sertraline. In Benzodiazepines
Clonazepam was prescribed most.

Conclusion:
This study shows that SSRIs were the most commonly prescribed drugs followed by benzodiazepines for patients of MDP
in this oge group.

000

Pharmacovigilance of An Ayurvedic Drug Combination Against Arthritis
Sinha, RR'; Rafi, Md”, Pathak, RR’; Advani U’ Kulshreshtha S°

1. PG (R1) 2. PhD 3. MD (Asst Prof) 4 MD (Assoc Prof) 5. Prof & HOD, Dept. of Pharmacology; * Dept of
Pharmacy; NIMS University, Jaipur, Rajasthan

ABSTRACT : Objectives : 1. Assessing ADE/ ADR of a common Ayurvedic drug combination (used in arthritis) 2.
Searching non-therapeutic effects which ore potentially useful (physiological modulations) in other clinical conditions
Methods: 50 patients of arthritis were enrolled complying proper inclusion/ exclusion criteria, ethical committee and
consent  for interventional, open label, prospective study. A combination (capsulated) of Guggul (1 gm), Alarka (500
mg), Ashwagandha (2 gms) and Anantmool (1 gm) were given in standard dose and as most side effects were minor
rechallenge was used to apply Naranjo’s algorithm of causation analysis. Result : Maximally reported ADE wen;
burning micturation (23.8%) (definite), sedation (13.4%) (possible) and headache (12.4%) (probable). Sedation was
commoner in females but non-therapeutic physiological changes [potentially useful elsewhere) were not seen. Conclusion

: Against the myth of total safety of Ayurvedic drugs, they were not found totally free from adverse drug reactions. A
larger/ more specific pharmacovigilance study is required. ‘
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STUDY OF SIDE-EFFECTS OF AMPHOTERCIN-B IN RELATION TO AGE AND SEX IN
THE TREATMENT OF KALA-AZAR

Dr Vishnu Kumari, Dr G.P.SINGH, Dr.Deepak Kumar Dr.Zaki Anwar Zaman
Depariment of Pharmacology, S.K.Medical College, Muzalfarpur Bihar

Email Id : Mob:zamanzakianwar@yahoomail.co.in.

OBJECTIVE- To analyse Side-effects of Amphotericine-B and its incidence in different age groups and sex in the

treatment of Kala-azar.
ne-B between 16" august 2010 to 15°
on the basis of oge and sex. Rise in

d Creatinine value (laboratory

METHODS- Hospital records of 102 patients of Kalo-ozar  receiving Amphoterici
july 2011 in S.K.Medical College Hospital were reviewed. Patients were divided
body temperature ,clinical symptoms during infusion,fluctuation in serum potassium an
side-effect) were especially noted.

RESULTS-Out of 102 patients ,22% patients had clinical side-effects such as chills, fever,or nausea. Fall in serum
potassium was found in 10% patient,6%patients had elevated creatinine value that did not exceed 3mg/dl.Age was
significantly associated with clinical side-effects. Younger patients had comparatively more clinical side-effects.There
were no significant differences in the incidence of either hypokalemia or renal insufficiency between different age
groups. In both male and female patients incidence of clinical side-effects and laboratory side-effects were same.

CONCLUSION-Clinical side-effects of Amphotericine-B such as chills, fever or nausea are more common in younger age

groups,whereas laboratory side-effects such as hypokalemia and elevated serum creatinine have no significant
difference between different age groups in the treatment of Kala-ozar Both male and female patients have equal

incidence of clinical as well as laboratory side-effects with Amphotericine-B.

THERAPEUTIC POTENTIAL OF INCREATIN AXIS

Dr. Abha Kumari, Prof. J Sharma
Dept of Pharmacology, Rajendra Insfitute of Medical Sciences, Ranchi

Content : The ferm Diabetes Mellitus describes a metabolic cum vascular syndrome of multiple efiology characterize by
chronic hyperglycemia with disturbance of metabolism. Type 2 DM comprises 85-95% of all cases of Diabetes mellitus.
tnsulin resistance, beta cell dysfunction and elevated hepatic glucose production are the 3 core patho-physiology of
T2DM. Treafing patients may require targeting either one , any two or all the 3 core defects. Patients with T2DM are
generally treated with many pharmacologicol compound and are exposed to a high risk of drug Interactions. Increatin
Axis is newer concept in T2DM management with promising result. Glucogon like peptide -1(GLP-1) and Glucose
dependent insulinotropic peplide(GIP) are resulied from the GIT in response to food intake. These increatin hormones
enhance insulin secretion in a glucose dependent manner. So, these compounds associated with least side- effects and
drug-drug interaction. Various approaches have been tried to increase the concentration & duration of action of GLP-1
in plosma viz.-GLP-1 Anclogues & DPP 4 Inhibitors. This presentation summarizes the available data on therapeutic
potential and drug-drug interaction reports for DPP 4 inhibitors and GLP-1 Analogues
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Oral Curcumin in Prevention of Cervical cancer
Nere - Dr. Roshi
Address - B 04, New Rizvi Aparment, Zcokaria market, Aligarh 202002, u?

OBJECTIVE To study the efficacy, safety, and side effects of curcumin on women with CIN lesiens and compeore it with
convenhonal treatments.

METHODS All women with CIN lesions were subjected to VIA, oytology, & colposcopy , then curcumin was started in the
form cf oral scblets, 2gm BD for o period of 6 weeks. We tollow the patients by repeat Pop smear cnd VIA after &
weeks and 3 months of curcumin therapy. RESULTS A to'al no of 226 cases were screened by VIA, Cytalogy, HPE, and
colposcopy. Out of these 135[(59.73%) were VIA positive, & 91(40.26%) were VIA negative. Sixfy cases received
curcumin, and were followed ot 6 week, 3 months, and & months, in terms of symptoms, clinical examination cytology
and HPE. Thiry seven (61.66%) cases felt better symptomatically, 13 (21.66%) didn’t notice any improvement, 4
(& 66%) were lost to follow up , and 6(10%) are yet to report to our clinics. Out of those cases whom we were able to
tollow cytologically,25 [41.66%) lesions persisted,19(31.66%) lesions regressed, none of the lesions were found to

progress. Some cases were last to follow up.Seventy five cases were given conventional treatment such as antibichics,
cryctherapy, & LEEP and followed in the same manner.

CONCLUSION In recent years many phytochemicals have come up with having preventive and theropeutic role in
carcinoma cervix, such as carolenocids, green tea extracts, catechins, Aavonoids, vit C, vit E, selenium and folic acid.

Curcumin is one such compound Before we come to a conclusion more extensive studies are required detailing the
phormacokinetics of the drug.

000
Status of Adverse drug reaction monitoring and Pharmacovigilance among health care
professionals of Delhi
AMRITA PARLE, VINEET KUMAR
Delhi Institute of Pharmaceutical Sciences and Research,

amrita.parle@gmail.com, amritaparlel 1@ychoo.co.in

Objective: To evaluate the awareness of Health Cere Professionals regarding Pharmacovigilance, ADR and its reporting.

Method: A self-structured questionnaire was delivered by hand lo a somple of 590 health care professionals (HCPs) in
Delhi. The filled questionnaire was collected on the same day.

Result The Response rate of this survey was 63.73%. The health care professionals were Physicions (32.98%),
phormocists (39.36%) ond nurses (27.66%). Only 58.24% HCPs were aware of the broad meaning of the
Pharmacaovigilance and ADR. All Physicians knew the meaning of ADR which was followed by 51.92% nurses and
27.70% pharmacists. Mojority of HCPs (90.43%) felt that ADR monitoring is essential. Though 45.48% HCPs reported
the ADRs encountered by them just 3.19% HCPs had faint information that reporfing can be done o National
Monitoring Centre [NMC) and/or Regional monitoring centres (RMC). AlIMS and LHMC as ADR monitoring centres of
Delhi, were known to only 7.71% HCPs. Out of these, only 1.86% HCPs had the phone number and/or address of these
centres. It indicates that the ADR reporting is done by HCPs at places other than NMC and RMC.  HCPs reported ADRs

to manufacturing indusiry, product management team, chief pharmacist, Physician, Department in-charge, purchasing
department of hospital efc, which is worthless.

Condlusion: Reporting of ADRs by HCPs is poor. Among the HCPs, the knowledge, skill & attitude towards
pharmacovigilance and ADR reporting wos highest of physicians followed by nurses and then pharmacists. Education
and training is essential fo increase ADR reporting rate by health care professionals.
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action of injection artesunate in 20 cases of falciparum malaria

Obwenation of adverse drug re _
in a tertiary care hospital

Dr. Parul Singh
NRI Hostel Dhira; hospital, P.O. Pipariya, Disl. Vadodara, Gujarat
Abstract
Objectve - To observe odverse durg reactions of injection artesunate.

Method This study was conducted on 20 patients of diognosed severe fal
with standard regimen of injection artesunate (2.4 mg/kg loading dose over
2.4 mg/kg once daily after that for 5 days). On pesentation a detailed history was
complete blood counts done and recorded.

ciparum malario. The patients were treated
5 minutes, 2.4 mg/kg dose 12 hours later.
taken and biochemical fests and

Aber 5 days of treaiment biochemical parometers were repeoted in on attempt to observe any adverse effects of

ortesunate therapy

Resulls - 5 potients died during the course of treatment. Rest of the patients made full recovery and all pcrcrrjeiers.had
normalized in the repeat biochemical lests done on day 5. No adverse reactions were seen fo artesunate injections.
there was mild nousea in some patients earlier but was probably on effect of malaria rather than ortesunate injection.

Conclusion : Artesunate was found 1o be a safe drug with minimal side effects.
000

somatostatin induced anaphylactic reaction in a case of fundic varix with cirrhosis & Portal
HTN
: A case report

Dr. Sawarkar Hindustani

Nalanda medical college Patna

Introduction: somatostatin and somatostatin analogue known side effect include g.it upset (nausea, Vomiting,
abd.cramp), cholelithiasis ,effect on glucose metabolism, mild reaction & pain at injection site. Sinus bradycardia(25%)
& conduction disturbance (10%)& vit B12 deficiency with long acting octreotide. Here we report a case of anaphylaxis
due to somatostatin infusion in a case of anaphylaxis due to Somatostatin infusion in a patient of cirrhosis of liver with
portal HTN for fundic varix after injection of Glue.

Case report: A 42 yr old HM, o diagnosed case of cirrhosis of liver with portal HTN with G.I bleed was Admitted
superspeciality hospital after injecting glue, somatostatin infusion started as prophylactic Measure .As soon as bolus
dose given patient developed local approx. 4 ¢cm erythema at injection site of right fore arm and also to left fore arm
when changed the injection site followed by severe bradycardia and shock.A Diagnosis of immediate type of
hypersensitivity reaction Was made and infusion was stopped. Antihistaminic Atropine,& corticosteroid injections given
and patient recoverd completely within 1 hr

Discussion:In this case anaphylaclic reaction caused by somatostatin casuality assessment was done using Naranijo’s
Algorithm and the association was definite with moderate severity as per hartwing and sigel Scale preventibility
assessment done using schumock and thornton scale.

CONCLUSION: Somatostatin induced local erythema and bradycardia is known adverse effect.But this type Of
anaphylactic reaction shows possibility of exceptional susceptibility of the patient 1o this drug.However Majority of
patients which were prescribed this drug in that hospital complained only mild adverse effect Like nausea and
occasionally vomiting,and one patient developed conduction abnormality. So this drug can be safely administerd but
with great caution.

o0
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Over the counter drugs : A challenge to pharmacovigilance
DR. MANISH KUMAR PRASAD,

Email Id . drmanish2505@yahoo co in
Abstract

OTC drugs are legally allowed to be sold without the prescription of a Registered Medical Practitioner. In India, all the
drugs those are not included in the list of "prescription drugs’ are considered as Non-prescriplion drugs (or OTC drugs).
OTC drugs are used commonly for headache, muscular aches, toothaches, cold & cough, acidity, loase mation, pericd
poin eic. Self medication with over the counter producls is remarkably consistent both in urban ond rural adult age
group. The vast majority of adults who reported minor illnesses had experienced these ailments before, and ot ome
stoge a quorter of them had consulted their general practitioner or dentist about them initially and later on continued it
without consultation again. Children are also exposed to the OTC in same fashion. Cost and convenience seem to be
major factors in determining whether, given the choice, patients purchase a medicine over the counter or obtain it on
prescription. Taking OTC drugs on prescription provides good opportunity OTC Drugs are legally allowed to be sold
without the prescription of a Registered Medical Practitioner. In India, oll the drugs to register unknown side effects by
treating doctor.  India is showing great rise in usage of OTC drugs in urban groups thanks 1o literacy & availability of
information in various form, the rural people are giving their inputs due fo illiteracy, poor health services & poverty.
Even if these drugs are available over the counter they are not free of side-cffects. The pools of OTC drugs users are
extensive so the need of vigilance is more important. We must develop a system for referral and recording details of
OTC drugs and establish o direct way for community pharmacist to report adverse drug reaction related fo OTC drugs.
ooe

Comparative Analysis of Online ADR Reporting Forms of Different Countries.
Dr. Tulasi Roman.P, Dr.Jagon Mohan.R, Dr.Padmavathi.S

Department of Pharmacology, Mahatma Gandhi Medical College & Research Institute, Pondy-Cuddalore Main
Road, Pillaiyarkuppam, Puducherry 607402,

1

Objectives: To study and analyze the online (ADR) reporting form of various countries for the adequacy of the data
collected.

Methods: Online ADR reporting forms of 5 different countries (India, US, UK, Canada Malaysia) were analyzed and
comparad for datu fields like patient information, adverse reaction, suspected drug, reporter information efc. Presence of
different data field is expressed as yes (@ ) or na B ); presence of each data field is given the score one and absence as
zero Finally the scores are tolaled.

Results: After analyzing online ADR forms we found that all the five countries including India did not include Pregn;:nCy
status in the online ADR reporfing forms. Indian online ADR forms also did not include ofher parameters like actions
taken or treatment given following ADR, ADR due to Medical Devices or other Health Products, option of whether this
ADR to be reported to manufocturer / user focility, option of Identity disclosure efc.

Conclusions: Each country has its own online ADR reporting form as per the individual countries requirements. However,
our study reveals that the online ADR reporting form from different countrias fails to capture all the required information.
Therefore, there should be international guidelines for drafting and designing of online ADR reporting form by countries.
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A survey an how many people read the Patient information Leaflets
Or Rajesh KumorR, DrJagan MohanR, Dr.Manimekalai K i
Deportment of Pharmacology, Mohotma Gandhi Medical College & Research Institute, Pondy-Cuddolore

Main Road, Pillaiyarkuppam, Puducherry 607402.
Objectives: A general survey lo estimate the percentage of people read the product information Leaflet.

Methods: A questionnaire on inferview basis is prepored. It hos the fields for oge, sex, designatiort and two questions
with Yes /No answers. Then the questionnaires are collected ond the results tabulated and the No. 'of Yes and No ore
calevlated. Percentage of Reader, occasional Reader, and those who do not read the Leaflet co|cu|c‘!1ed and the results

obtained. {

Results: Out of 500 people interviewed 376 (75.2%) people do not read the leaflet at all, 108(21.6%) people reed
occasionally, and only 16(3.2%) people read the lewtiet for all the drug they purchase.It clearly points out only few

people read the PIL. ‘

Conclusion: Many countries have their own guidelines for drafting the Patient information leaflet for the manufacturing
autherity 1o make it easy for general public to easily understand and for better readability with proper font size, signs
and symbols to educate and wam about Adverse Drug Reacfion. In India many people dont read the Patient
information leaflet even for the medicines which they are supposed fo take for lifelong like anti diabefic & anti
hypertensive drugs. Many read the instruction on cosmetic preparation available. It is time to educate the people to
read the Patient information leaflet to avert or minimize the ADR caused by it. It is on the p;m of the Government

Authority to draft guidelines for manufacturing authority to prepare Patient information Leaflet that is easy to read ond

understand for the general public.
o000
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A Randomized Open label Active Control Study comparing safety and efficacy of Levetiracetam
and Oxcarbazepine as monotherapy in newly diagnosed Partial Onset Seizures

Dr. Jacob Jesurun RS, Dr.Manimekalai.K, Dr.Murugesan.S

<Uepartment of Pharmacology, Mahatma Gandhi Medical College & Research Institute, Pondy-Cuddalore Main
Road, Pillaiyarkuppam, Puducherry 607402.

Abstract

Obyectives To compare the elficacy and tolerability of levetiracetam with that of oxcarbozepine as monotherapy in
newly diagnosed partial onset seizures

Methods. Newly diagnosed partial seizure patients oltending the neurology outpatient department in o tertiary care
center were randomized into Oxacrbazepine and Leviteracetam group (30 patients each). These patients were followed
up for a 6 week period of stabilization [with step wise increase in dose) and 26 weeks after stabilization for seizure
control and adverse effects

Results In Oxcarbazepine group, most of the patients (70%), achieved seizure freedom at 6 months with Dose level
1(150mg BD) itself. 2 patients[6.66%) achieved seizure freedom at Dose Level 2 (300mg BD) and 2 patients (6.66%)
at Dose Level 3 (600mg BD). In 2 patients, seizures were not controlled inspite of maximum dose. These patients were
started on alternative drugs.In Leviteracetam group also, most of the patients (63.33%) had seizure control at 6 months
with Dose level 1 (250mg BD) itself. 5 patients (16.67%) had control on Dose Level 2 (500mg BD). 2 patients(6.67%)
had seizure control at maximum Dose Level 3(1500mg BD). In1 patient, seizures were not controlled inspite of maximum
dose. This patient was started on alternative drugs.ln Oxcarbazepine group, 26 patients (86.66%) were seizure free, at
the final evaluation at 26th week after 6 weeks of dose stabilization.In Leviteracetam group, 25 patients (83.33%) were
seizure free at the final evaluation. Adverse effect profiles were comparable between the 2 groups. Only 1 patient in
each group had to discontinue treatment owing fo adverse drug reaction (cutaneous rashes)

Conclusion: In this study, Leviteracetam has been proven non-inferior to Oxcarbazepine in treatment of new onset partial
seizures, both in terms of efficacy and tolerability.
000

BIOSIMILAR DRUGS : CURRENT STATUS.
Dr. Rajiv Kumar, Dr. Jagjit singh,
Dept. of Pharmacology, GMCH, Chandigarh
E-mail : drrajiv.08@gmail.com

ABSTRACT

CONTEXT; Biologic products developed over the past thee decades. The expiry of patent protection for many
biological medicines has led 1o the development of biosimilars in UK or follow on biclogics { FOB) in  USA. Biosimilars
differ from generic drugs in many ways olso legal and  regulatory principols applicable to generic drugs cannot be
opplied to biosimilars - Experienca with biosimilar drugs has been very limited and  long term salety dota are not
ovoiloble There is  need for  oppropriate regulatory guidelines and pharmacovigilance programs .

OBJECTIVE To systematically review the literature on biosimilar drugs that cover the therapeutic status and regulatory
guidehnm

METHOD / SEARCH STRATEGIES: Appraisal of published articles from peer reviewed joumnals for English language
publications , search from Pubmed and guidelines from Europian Medicines Agency (EMA) .
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RESULTS . Lliteroture suggest that biosimilars are similar biological products i.e. comparable but not identical 10

reference prodict, ore Aol genenc version of innovator product and do not ensure therapeutic equivalence. Biosimilars
than conventional generics and market  approval is also more  complicated. To improve

present more challenges
(BPCI) act 2009 and U.S FDA allowed

occess US Congress passed  the Biologics Price Competition ond Innovation
@cbbrevated pathway@ for their opproval. U.S law  has defined new standards and  terms and EMA  scientific

gudelines have clso set detailed  opproval standards.
CONCLUSION: Biosimilors are not  identical to reference product. The US and  EMA  have set regulatory guidelines
to ensure safety of such products . India being one of the most preferred manufacturing destinations of Biosimilars there
is & need for stingent safety and regulatory guidelines.

o000

ALLERGIC DRUG REACTION OF LEVOCETRIZINE: A CASE REPORT.
Dr. UmaShanker Pd Keshri®, Dr. Anuj Pathak**, Dr. J. Sharma***

Abstract

Objective: To report a case of allergic reaction resulting from the use of levocetrizine.

Method (Case report) : A 55 years old female potient was suffering from common cold. She hod mild fever headoche
and running nose.  She was advised tab. levocetrizine Smg.once daily and tab paracetamol 500mg as and when
required. Running nose was troublesome fo the patient and headache was tolerable, so she took tab of levocetrizine and
ovoided tab paracetamol. It was noted that when this drug was taken by the  patient; she had fever and developed
rash on her limbs. Subsequently rashes appeared also on her foce, trunk and upper and lower extremity. Rashes
increased in severity. A levocetrizine induced drug reaction was suspected. Patient was properly examined to exclude
other pathological condition and complete investigation was done. She was treated by antihistaminic drug and avoiding
offending drug. Patient was kept under observation. Erythamatous rashes increased in severity in next few days and
then started becoming foded up ond turning dry. Skin peeled and new skin take place in place of old skin. It Rully
subsided in next one week. We therefore concluded that this was a case of levocetrizine induced allergic reaction.
Further rechallenge with oral levocetrizine wos not done in the interest of the patient and due lo ethical constraints.

Cenclusion: Levocetrizine is an antihistaminic drug and is used for this purpose. Although this is a safe drug but
occasionally may cause serum sickness like allergic reaction. It is advocated that use of this drug should be carefully

monitored.
o000

ADVERSE DRUG REACTIONS & IEC INTERVENTIONS AT COMMUNITY SETUP: A WAY
FORWARD IN PATIENT SAFETY,

Rajendra P Keskar, Ganachari MS, Tarun W, Shashikala C Wali

Department of Pharmacy Practice, KLE University’s College of Pharmacy, J. N. M. C. Campus, Nehru Nagar,
; Belgaum, Karnataka, India Pin code: 590010

Email Id: rojendropkeskor@gmail.com Mob: 09964841548
ABSTRACT

" Community pharmacists are most easily occessible healthcare professional to an individual belonging to any socio-
' economic stwato. Hence community pharmacist have got wide compass to play better and active role in
5 m To study impoct of the IEC (Information, Education and Communication) interventions focused on adverse

K
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drug reactions (ADRs) omang practicing pharmacists at community selup.

METHOD Community pharmocists were administered Knowledge, Attitude and Procticing (KAP) questionnarre pre and
po* seswions conducted for study purpose

RESULTS. Among 60 consented community pharmocists, 40 attended training progromme  Oul ol 40, 35 (A7 5%) wuirr_\
sierested in reportng ADR and 38 [95%) said thot training is required in order 16 reporl an ADR. Pra session, -’M
phormacists (85%) were in opinton that charmacisl should be involved actively in ADR reporting, post 5‘?“'”" ,{l')
(97 5%) were in fovor Twenty one pharmocists (52 5%) knew dalinition ol ADR pre session on conlrary 38 (95%)
answered correctly post session Among 40 pharmacists, 25 (62.5%) had camo ocross situation wherein thoy wore sure
tha! it was an ADR but have not reported because they were not sure how to report it Pre sossion 26 pharmacisis (65%)
waid ADR reporting will add value to service they offer, alter training number was 36 (90%) lack of knowledge about
ADR ond its reporting, uncertointy about which reaclions to be reported are some factors for non-reporting of ADRs

CONCLUSION: Continuous pharmacy education programme remain mainstay lo sensiize and encourage community
pharmacists to report ADR frequently.

ooe
MILTEFOSINE & ADR:- RISK MANAGEMENT

Dr. Arshad Hosan, Katihar

Visceral Leishmaniasis is a life threatening disease. Most of the cases specially found in the region of North Bihar,
Orissa, & UP. Tradilional treatment contains Antimonial group. 2" group contains antifungals. These group has also
good result in eradicating the protozoa. Knowing the side effects of the drug & resistance makes these drugs less
effective. Inconvenient to this drug is the porenterol route also makes this drug for i1s withdrawal. In this evolving era,
lot of drugs are invented & mere yet 1o come, in a holistic queue to a rational use for V.. Allopurinol, K
Fluconazole & Atovaguone are the drugs which was made attempls 1o develop oral drug but was lailec
commonly used now days is Miltelosine & Edellosine. These drugs are commonly used because of its advantage of Orol
route. It is an alkyl phospholipids compound was initially intended for breast cancer & other solid tumours’. Common
side effect includes G.I. Kidney & liver toxicity with Thrombocytopenia ete. No wonder, with all the knowing side effects
still this drug being used. Data shawing of use of Millefosine and its effect, byt unfortunately wo have no data about its
side effect. So we have 1o carry o jute box for ADR, especially lor the drugs which are commonly used.

ctoconumlc,

1. The agent

ATTITUDE AND PERCEPTION TOWARDS ADVERSE DRUG REACTION REPORTING AMONG
DOCTORS OF MEDICAL COLLEGES IN PATNA

Dr Marya Ahsan,
Dept. of Pharmacology, Nalanda Medical College, Patna
Obijectives : Adverse drug reaction (ADRs) are of glohal concern os it allects many patients cond adds up to their

morbidity and mortality It has a major Impoct on public health care sy

and causing further distress fo the patients WHO delires pharmacovigilance as the scienca and aclivitins relating 1o the
detection assessment, understanding anrl prevention of adverse elfechy or any other drug
of Bihar does not have any ADR reporting and monitaring ce
influence the reporling of ADR cases.

tem by increasing the elfective cost of treatment

olated problems As the state
nlros, many cases of ADR reporing and laclors thal

Matericls and methods | A suitable self administeced wrvey questionnaire 1s designed and will be randamly circulated 10
50 dodtors in twn medical colleges in Patna. The oblained data will be collected ond statisfical analysis will be done
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using SPSS sofware.
Observarion ond conclusion - As this study is still under progress, the observation ond results will be presented during
000

VACCINE PHARMACOVIGILANCE-AN ISSUE OF CONCERN
Dr Priyonka Singh, pg student, dept.of PSM, Nalanda Medical College, Patna
Dr.(Prof) Mrs Geeta Singh, Professor, dept of PSM, Nalanda Medical College, Patna

In‘roduction- Voccine phormacovigilonce is defined as the science and activities relating to the delection, assessment,
understanding, prevention and communicotion of cdverse event following immunisation, as of any other vaccine or
immunisation related issues.

Aim and objective of vaccine pharmacovigilance is to detect early unknown safety problems related to vaccine or
immunisation,idenhfy increase in the frequency of unknown adverse reactions,assess and communicate the risk and
benefit of voccines and promote safe and more cost effective use of vaccine. As for several reasons vaccine

pharmacovigilance is different from pharmacovigilance of other drugs .

Method- from available literature.

Result- Vaccines are often administered to healthy children.This implies particularly to vaccine used within a national
immunisation programme.ln many countries,those exposed fo a particular vaccine represents the entire birth cohort and
therefore a sizeable part of the entire population.People’ s expectation is high and even a small incidence of adverse
event may result in loss of confidence and a consequent resurgence in morbidity and mortality of vaccine preventub'e
disease It is essential that there should be adequate safety surveillance supporting immunisation programmes.The skills
and infrastucture to deal with genuine adverse event are essential in preventing or managing misplaced fear caused by
folse or unproven signals from patients and health workers that might adversely affect immunization coverage,for eg

concems about the safety of whole cell pertussis resulted in dramatic reduction in vaccine coverage and and a

resurgence of pertussis in many countries.

Conclusion- It is now high time that vaccine pharmacovigilance should also receive their due attention.

Drug prescribing pattern among pediatricians in an out-patient and PICU, NICU
department of teaching hospital in Rajasthan

Gnaneshwari D, Singh Savita, Gupta Nakul, Ahmad Ayaz, Mohan Govind
Depariment of Pharmacology, NIMS Institute of Pharmacy, NIMS University Jaipur-303121

Objective: This study wos carried out to find the drug prescribing pattern in children registered in department of
pediatrics of a teaching hospital in Rajasthan.

Methods: A prospective, interventional follow up study was carried out at the pediatric department of the Rajasthan in
150 pediatric patients. The study consists of

. {i) Average number of drugs per Prescription,
h ﬂi] Percentage of category of drugs prescribed.

iy Rudlr The overage number of drugs per patient was 5 lout of these antibiotics were 2 1. They were prescribed
Ry lmndndﬂmnu 40%, Anclgesics ond Antipyretics 33.03%, Anli histamines]3.03%, corticosteroids 6.06%, Multi
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vitamins! 3 03%, Diuretics 13.01%, Anti cholinergic 6.06% and Antibiotics 93% of prescriptions, Among these more
than 0% of the neonatal patients were exposed to at least hwo or three antibiotics per prescription.

Conclusion: The foct that children below 1 yeor or infants are at special risk of receiving multiple courses of onhbl'ohcs,
which have interoctions with each other. By considering this enthusiastic poly pharmacy, we suggest that sirategies to

control antibiotic use should focus on these pediatric patients populations.

PRESCRIBING PATTERN OF DRUGS IN THE DEPARTMENT OF OBSTETRICS AND
GYNAECOLOGY IN EXPECTED MOTHERS IN RAJASTHAN

Chouhan Prerna, Sharma Ishan, Mohan Govind, Gupta Nakul, Ahmad Ayoz
Department of Pharmacology NIMS institute of pharmacy (NIMS University, Jaipur), Rajasthan

Aim: To assess the pattern of prescriptions of drugs in obstetrics and gynaecology department in patients at different
hospitals in Rajasthan.

Introduction: Irrational vse of drugs is a huge worldwide problem and extra care should be taken especially in
pregnancy. Pregnancy is one of the most important phase of women’s life. in pregnancy irrational use of drugs may
cause teratogenicity. To avoid the adverse effect to any extent minimum number of drugs should be prescribed in
pregnancy. The study was carried out to determine the possible irrational use of drugs and drug- drug interactions

among the prescribed drugs.

Method:

Prescriptions of 112 patients of obstetrics and gynecology were collected and studied through and analyzed for the
following:

® Average number of drugs per prescription

® Possible drug inferactions

® Duration of treatment (recorded or not)

® Frequency of administration (recorded or not)

® Percentage of types of drugs prescribed to individual patients
Results: Prescription analysis showed that the

® Average number of drugs per prescription was 5.9
Duration of treatment was recorded for only 40% of the drugs prescribed_
Frequency of administration was recorded for 90% of the drugs prescribed.

Percentage of different types of drugs prescribed to individual patients were-

Antibiotics @ 60%, diuretics- 10%, Ca™ containing products- 40%, lron preparation- 70%,Anti-spasmodic-
40% Folic-acid- 20%, Hormones-20%, B -complex-40%, Multi-vitamins - 10%, anti-emetics-30%  and Anti-ulcer-
40%. '

Some other closses of drugs like Lovastatin, Neutraceuticals were also prescribed which accounts only 10% of the
prescription.

Conclusion: The results obtained from the above study indicates poly-pharmacy and a high incidence of common
prescription writing errors such as not recording the duration of therapy, frequency of administration and drug-drug
interaction. On the basis of above study we have concluded that some drugs used in pregnant women were irrational
ond were not safe.
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Prescription Audit of anti-psychotics drugs in the department of Psychiatry
Soni Gaurav, Join Gaurav, Gupta Nakul, Ahamad Ayoz, Mohan Geovind
Department of Pharmacology, NIMS Institule of Pharmacy, NIMS University, Jaipur

Objective: To analyze the prescribing pattern of anti-psychotic drugs for the treatment of psychosis in a multi-
specialty hospital in jaipur.

Introduction Therapeutic jungle is increasing day by day & new moieties are being introduced. It may lead to poly
pharmacy due to enthusiastic use of new moieties by the prescribers. This may lead fo ADR’s and other interactions. This

study was dane to measure awareness of prescriber and to develop intervention for improving patient care by rational
use of drugs.

Material and Methods: Total 103 prescriptions were randomly selected from Outpatient department & Inpatient
department of multispecialty hospital in jaipur. They were assessed and analyzed for

Drug-drug Interactions,

Adverse effects

Type (Brand/ generic)

Number of drugs prescribed

Commonly prescribed drugs in the department

® Precautions enlisted in prescriptions

Result: We observed that most of the doctor's prescribed all anti-psychotics drugs according to the symptoms of the

patients. Commonly prescribed drugs were pharagar inj. (55.33%), neogadine (44.14), sodium valproate (42.8%) ,
clonotril (32.37%) , and duloxetine (23.37%).

Conclusion: It was clear from the survey that the drugs which were prescribed may enhanced adverse effect &
reduced therapeutic effect. All the prescribers responded very well so it is request from the prescribers that they
prescribe safer drugs.

o0
Prescription Audit of medical college and associated hospital of Jaipur
Srivastava DP’, Mandloi A’, Kulshreshtra S, Mohan G*
Department of Pharmacology NIMS Medical College *NIMS Institute of Pharmacy(NIMS University, Jaipur)
Objective: To assess prescribing potiern ond trend of prescribing doctor in teaching Hospital.

Int.cduction: Inappropriate drug prescribing is a global problem. Good prescribing practice is a science and an art as it

conveys message from doctor to patient. This study was done to measure awareness of prescriber and to develop
infervention for improving patient care by rational use of drug.

Material and Method: Total 300 prescription were recorded from OPD and they were assessed and analyzed for-
® Prescribing pattern - quality, adequacy (Patient detail etc.) clarity.

® Rotionality

® Type (Brand and generic)

@

No of drugs prescribed by doctor- poly pharmacy
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Results: The prescriptions were onalyzed and it was foundthat name of patient, age, sex were present in all
prescriphons, but 5.5% prescriptions were incomplete in address.Diagnosis was incomplete in 3.3% of prescriptions. In
about 1.86%prescriptions,signature of prescriberwasnotpresent. Dose and duration of drugs was clear except in 7.8% of
cases. 9% drugs were prescribed by generic nameand 18.7 % were in combination. About 55.5% of prescription
contained ofleast one antimicrobial agent and 18.7%of prescription contained nutraceuticals. In about 31% of
prescripton were having afleast three drugs and 16% of prescription contained more than 3 drugs. Poly pharmacy may
lead to increase in drug interaction, cost of treatment & medication errors.

eeoe
The prescribing pattern of non-steroidal anti-inflammatory drugs (NSAIDs) in 900 bedded
multispecialty hospital.
Singh Manglesh kumar, Faizul mohd, Ahmad Ayaz, Gupta Nakul, Mohan Govind

Department of Pharmacology, NIMS Institute of Phormacy, NIMS University, Jaipur

OBJECTIVE: The prescribing pattern of non-steroidal anfi-inflammatory drugs (NSAIDs) in 900 bedded hospital
surrounded by many pharmacies in Jaipur.

METHODS: The decode has passed since Felix Hoffman reported the successful synthesis of acetyl salicylic acid and its
common name was aspirin. Now NSAIDs are used so casually that their adverse drug reaction (ADRs) should be well
studied. The dato were collected by obtaining different prescriptions from patients and they were jotted down.
Prescriptions containing NSAIDs were randomly taken from different departments of hospital and also from pharmacies.
NSAIDs show o mild gastro-intestinal irritation (Gl) as ADR. Aspirin cause (GI) irrifation to some extent. The much
common combined Prescription was found to be of paracetomol + ibuprofen.

RESULT : Commonly prescribed NSAIDs were

® |buprofen (6%)
® Aspirin (9%)
@ Diclofenac (12%)
® Paracetomol (23%)
® Piroxicam (6%)
® Paracetomol + Ibuprofen (38%)

® Diclofenac + Serratiopeptidase  (10%)

This should be avoided because they can cause certain ADR as well as unnecessary financial burden on patent. Above
percentage showed that how commonly these NSAIDs are being prescribed.

CONCLUSION: It was observed that some time prolonged use of paracetomol causes hepatic toxicity that was treated by
prescribing lactic acid bocilli. Diclofenac and other NSAIDs well prescribed in prolonged used causes Gl irritations.
Children moy be more susceptible to a particulor ADR, for aspirin causing Reye's syndrome. This study has shown that
there exist significant differences in the usage patiern and preferences of NSAIDs among different practice categories in
Jaipur. The dato have olso revealed that there is a need for owareness programmes on rational prescribing of NSAIDs
towords optimal theropeutics and improved patient care in Jaipur.

PHARMACOVIGILLANCE STUDY OF ANTI-INFLAMMATORY DRUGS IN ORTHOPEDICS
DEPARTMENT AT A MULTISPECIALTY HOSPITAL

Selkari Rohit, Sharma Rohit, Ahamad Ayaz, Gupta Nakul, Deb Binayak, Mohan Govind Department of
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Pharmacology, Nims Institute of Pharmacy, NIMS University, Jaipur

OBJECTIVE: The current study is designed to invesligate the prescribing patiern of anti inflammatory drugs and their
adverse drugs reactions prescribed in orthopedics at a university hospital in Rajasthan.

INTRODUCTION: Prescription practice is an act of establishing official rules, laws or directions about drugs conveyed to

patients from prescribers. By this study we can sensitize the prescriber which may help to develop intervention for
improving patient care by rational use of drugs.

METHODS: Study was conducted on 105 patients in the orthopedics dept. of a 700-bedded multispecialty hospital in
Jaipur. Data are recorded by observing the prescription on following parameters-

@ Prescribing pattern (clarity, patient detail, quality)
® Commonly prescribed drugs

® Nome of brand and generic drugs

® Adverse events

@® Drug-drug interactions

RESULTS: We found that most of the orthopedic practioners prescribes all NSAIDs according fo the diagnosis of the
patients. Mostly the drugs which are prescribed by doclors in combination with NSAIDs are amoxicillin, calcium

carbonate efc. which resulls in washing away the therapeutic effect of the same. Commonly prescribed drugs are
Diclofenac sodium(42.8%), Ibuprofen(28.5%), Piroxicam(39.2%), Mefanamic acid(23.9%).

CONCLUSION: All the prescribers responded very well. This study shows the additional evidence that the combination
which are prescribed having serious adverse effect and drug interaction. IF this situation will go on like this, then
imagination of healthy future will be in a great trouble.

000
Prescription Auditin a medical College associated hospital of Rajasthan
Sengupta S., Bishnoi H., Rai J., Gupta N., Ahmed A,
Department of Pharmacology NIMS Institute of Pharmacy (NIMS University, Jaipur) Rajasthan
Obijective: To cssess"p{eséﬂbing pattern of antibiotics in a medical College associated hospital of Rajasthan.

Introduction: In last one decade antibiotics has been prescribed for treatment of almost all diseases due to which the
problem of antibiotic resistance increased. Antibiotic resistance is a global problem. Beside antimicrobial resistance the
problem of drug interaction is also major consideration. Antibiotic now a day are frequently used and they lead to
certain interaction as well as causes ADR.

Method and material: Total 100 prescriptions were recorded from OPD and pharmacy at Hospitals in Jaipur and they
were assessed for -

® Prescribing pottern - quality, adequacy (Patient detail efc.), clarity.
® Rationality

® Type (Brand and generic)

@ No of Medicine prescribed by doctor- poly pharmacy

Results: Total 100 prescriptions were analyzed. About 25.3% of prescriptions contained at least one fluoroquinolones
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antibioties and 17.6% of prescriptions contained macrolides. In about 15 4%prescriptions were having ot least ene beta
loctam antibiotics. Dose and duration of medicine was clear except in 6.6% of cases. 12.1% medicines were prescribed
by generic nome. About 22% prescriptions contain at least two drugs, 6.32% prescriplions contain at least 3 antibiotics
ond 2% contains more than 3 antibiotics. Poly pharmacy may lead to increase in drug interaction, cost of treatmenté,
medication errors.

Prescription Audit of Antacids and PPIs
Moyal Urmila, Khan Hina, Mohan Govind, Gupta Nakul, Ahamad Ayaz.
Department of Pharmacology, NIMS Institute of Pharmacy, NIMS University, Jaipur
Aim: A study on the use of Antacids and Proton Pump Inhibitors in @ Multi Specialty Hospital of Rajasthan.

Introduction: Irrational prescribing pattern of drugs is mojor problem Worldwide. A study was conducted on the use of
Antacids and Proton Pump Inhibitors in o wide range of patient's .In our study of prescription of different patients using
Antocids and Proton Pump Inhibitors, we found that there is irrational use of these drugs, which may result in reduced
effect adverse drug reaction, drug@drug interaction like chelating with metal ions. This study was conducted for
improving potient core by rotional use of Antacids and Proton Pump Inhibitors which include medical patients suffering
from erifical illness which requires immediate and accurate prescribing of drugs.

Material and methods: About 120 prescriptions were recorded from Medicine & Medical. I.C.U of hospital in Jaipur and
they were assessed for-

Prescribing pattern - quality, clarity, adequacy (Patient detail etc).

Drug Interaction

Adverse effects

Type (Brand and generic)

No. of drugs prescribed by doctor.

Commonly prescribed drugs of Antacids and Proton Pump Inhibitors.

® Precautions.

Result: We found that most of the doctor’s prescribes all antacids and Proton Pump Inhibitors according to the symptoms
of the patients. Most of the drugs which were prescribed by doctors in combination like Pentaprazole, Domperidone,
Ranitidine. Commonly prescribed medicines are Rantac (ranitidine) (42.50%),Pan-40 (pentaprazole and Domperidone)
(38.50%), Pentocid (pentaprazole) (12.80%), Sucralfate (4.10%) Norflox (norfloxacin) (2.10%), Injection
Emeset{ondansetrone) (1%)

Conclusion: It was clear from the survey that the combinations which were prescribed by the doctor are having adverse
effects and drug interaction. Therefore these combinations should be avoided in future.

A STUDY ON THE USE OF DRUGS IN 1I.C.U OF MULTI SPECIALITY HOSPITAL
Sonkar A, Yadav J, Gupta N, Ahmad A, MohanG

Department of Pharmacology, Nims Institute of Pharmacy NIMS University, Jaipur
Objectives: To study the use of drugs in 1.C.U Of Multi Specialty Hospital in Rajasthan,

Introduction: Irrotional prescribing pattern of drugs is @ major problem leading to adverse drug reaction. As estimate
that cost of treating adverse drug reaction is more than the cost of treatment. This is especially true in 1.C.U as the
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patient is crihcol and polypharmacy may be required. A study was conducled on the use of medicine of different
category for the patient of medical and surgical 1.C.U. This study was conducted for improving patient care by rational
use of drugs in 1.C.U which include medical and surgical patients suffering from critical illness which require immediate
and accurate prescribing of drugs.

Material and Method : Total 150 prescriptions were recorded from surgical8 medical I.C.U of the hospital in Jaipur as
they were ossessed for

Prescribing pattern - quality, adequacy ,Patient details clarily efc.

Drug - drug Interaction

Adverse effects

Types (Brand / generic)

No of Medicine prescribed .

Commonly prescribed medication in .C.U

@ Precoutions enlisted.

'. Results: The data showed that the 10% patient received no antibiotics,20%-1 antibiotic,50%-2 ontibiotics and 20%-3
anfibiotics. The 10% patient received no antacids,70% - 1 antacid,10%-2 antacids and 10%-3 antacids. The 30%
patient received no onti-emetic,60%- 1 anti-emetic,10%-2 anti-emefics. The 10% patient received no NSAID,60%- 1
NSAID,30%-2 NSAIDs

Conclusion: It was clear from the survey that the combination which were prescribed by the doctor’s having adverse
effects and drug interactions. If this situation is continued and there is no awareness program for irrational use of these

drugs, this may result in resistance, drug-drug inferactions and adverse drug reactions. This is not a situation for GOOD
PRESCRIBING PRACTICES.

Zauberkugeln-Paul Ehrlich’s quest for specific medication

Riemke de Boer
University Medical Center, Leiden University, The Netherlands

Ronald Meyboom

Dept. of pharmacoepidemiology ad clinical pharmacology, University of Utrecht, The Netherlands

The foundations of medical science and practice, as we know them today, have largely been established in the second
half of the 19th century. While up fill then chemicals had mainly been used topically for their antiseptic actions, a
theropeutic breakthrough was reached through the first generation of biopharmaceuticals: anfitoxins (for instance
ogainst diphtheria), vaccines and serologic fests. Through comparing and combining advances in pathology and
histology, chemistry, physiology, bacteriology and immunology, Ehrlich and colleagues came to the idea of designing
e molecules thot were well-tolerated by the body and had two side chains: one ensuring attachment to the relevant
structures of the cells (‘receptors’) and one exerting the actual action on the cells (e.g. cytolysis). Ehrlich nomed these
molecules ,magic bullets 1. The major historical example of a drug designed this way is arsphenamine (Salvarsan), the
first drug to cure the devastating disease syphilis. Arsphenamine was created through planned exhaustive experimental
testing of hundreds of compounds; experiments that covered drug development, clinical efficacy as well as
pharmmacovigilance, and have shown the way to the pharmacotherapeutic revolution of the 20th century.

"4
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COMPARATIVE STUDY OF ADVERSE EFFECTS OF LV. AMPHOTERICIN B AND ORAL
MILTEFOSINE IN CASES OF VISCERAL LEISHMANIASIS .
Manish Kumar', J.R. Keshari’, Prof. (Dr.) Harihor Dikshit', Dr (Mrs.) Ranjuna
Senior resident, Department of Pharmacology, IGIMS, Patna
" Senior Resident, Department of Biochemistry, IGIMS, Patna
’ Prof. And Head, Depariment of Pharmacology, IGIMS, Patna
‘ Associate Professor, Department of Pharmacology, PMCH, Patna

Obiectives : To compare the adverse effects of iv. Amphotericin B and oral Miltefosine. Parameters studied are:
Hemoglobin, Total leukocyte count, Liver function test, Renal function test, Serum Potassium level and Other toxicitios
seen during treatment.
Methods : Total 100 patients were the subject of study. They were randomly divided into two groups of 50 each. I.v.
Amphotericin B was given to Group A and oral Miltefosine to Group B. The present study was conducted in Department
of Medicine and Pharmacology, Patna Medical College and Hospital, Patna.
Results : Group A patient shows fever and chills, anorexia, nausea and vomiting, headache, thrombophlebitis, rise of
BUN, mild increase in serum creatinine, fall in serum potassium and rise in SGPT and SGOT. Group B patient shows
nausea, vomiting, diarrhoeq, rise in SGPT and SGOT. Rate of spleen and liver regression, response on fever were faster
in Group A patients. Rise in Hoemoglobin and Total leukocyte count were faster in Group B patients.
Conclusions : The final conclusion derived from this study is that no sufficient toxicity developed which warrant the
withdrawal of drug in both groups. Both the drugs are equally efficacious. In terms of safety oral Miltefosine are safer
despite of small rise of SGPT and SGOT. Miltefosine shows faster rise in Hb concentration and Total Leukocyte count.
Also Miltefosine is more compliant to patients due to its oral route. Hence, Miltefosine is effective, safe and more
compliant drug in comparison with Amphotericin B.
o000
ABSTRACT
ASSOCIATION OF HOMOCYSTEINE AND OXIDATIVE STRESS IN PATIENTS OF
PREECLAMPSIA.

Juhi Aggarwal', Mayur Kumar’ and JR Keshari’, Manish Kumar*
Department of Biochemisiry, 'Santosh Medical College and Hospital, Ghaziabad- 201009, 'YVMMC and
Safdarjang Hospital, Delhi- 110029, *I.GIM.S Medical College, Patna-800014, India.

Preeclompsia is o complex multisystem disorder characterized by hypertension and proteinuria. It is one of the most
common and potentially fatal complications of pregnancy. A case control study as carried out to assess the levels of
homocysteine, lipid peroxidation and ontioxidant status in patients with preeclompsia. Fasting;
collected during antepartum period and serum levels of homocysteine (Hey),
(vitamin C) and uric acid were measured. In the preeclamptic group,
ontioxidont oscorbic acid level wos significantly reduced (p < 0.01) and uric acid concentralion was increased
significantly (p <0.01). These findings suggest that Hey and lipid peroxidation are associated with preeclomosio. In
preeclompsia, ontioxidants are extensively ulilized fo counter act the cellular changes and endoth::lial d r c;ion
mediated by oxidative stress. Placentol oxidative stress which results from the ischemic reperfusion injury i -

be involved in the eliopathogenesis of preeclompsia. paciusion infury is reporied to

venous samples were
malondialdehyde (MDA), ascorbic acid
Hcy and MDA levels were significantly raised while

Keywords: preeclompsia, Homocysteine, lipid peroxidation, antioxidants.
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SPONSORED BY
State Health Society Bihar

Cachet Pharmaceuticals Lid

US Vitamin

Schiller India Lid.

N.P. Medical Hall, Patna

Buddho Dental Science & Hospital
Mahavir Cancer Sansthan

Baidyanath Ayurved Bhawan, Paing
Daobur India Lid.

Synergy Focility Management Services
Diversy

Unik Surgical Pv. Lid.
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Nith best compliments from :

RANJAN SCIENTIFIC TRADERS
A-7, Kamla Place -
G. M. Road, Patna 800
Contact: 0612-3245891, Fax: 0§12-2541835
Email ID: rst.patna@gmail.com

AUTHORIZED DISTRIBUTOR FOR
Waters METTLER””7 TOLEDO
HPLC & COLUMNS Weighing Balances

THERMO-SHANDON
AUTO MICROTOME, TISSUE PROCESSOR

owyMPUs Magnus

MICROSCOPES & ACCESSORIES

ADINSTRUMENTS

AUSTRALIA

(Computerized Digital TEACHING & RESEARCH SYSTEMS DEDICATED FOR
PHARMACOLOGY & PHYSIOLOGY having installation at all the leading medical college
India and abroad including - AIIMS Delhi, IMS BHU Varanasi, CDRI Lucknow, NIPE
Chandigarh and many more...)

Key Products and Solutions for Teaching and Research from ADInstruments
¢ LANGENDORFF HEART SYSTEM
¢ ORGAN BATH EXPERIMENTS
* BLOOD PRESSURE — NON INVASIVE
* BLOOD PRESSURE - INTRAVASCULAR
* TELEMETRY SYSTEMS
* ATRIAL AND VENTRICULAR PRESSURE
* DOSE RESPONSE
* BLOOD FLOW SYSTEMS
EXCERSISE PHYSIOLOGY S¥§
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Welcome All Delegates

SOPI 2011, PATNA

With best compliments from.-

N P. MEDICAL HALL

.G.I.LM.S.
. SHEIKHPURA,PATNA-14
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MULTI CHANNEL ECG MONITORING SYSTEMS
EXERCISE ECG INFUSION PUMPS
SCHILLER .
AT THE HEART OF HOLTER SYSTEMS VENTILATORS
DIAGNOSTICS S

BLOOD PRESSURE RECORDER
SPIROMETRY SYSTEMS

PRESSURE INJECTORS
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