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What is Pharmacovigilance?

It 1s the science & activity relating to
detection, assessment, understanding &
prevention of adverse effects or any other
possible drug - related problems

World Health Organization




Available Data on ADRs....

* ADRs occur in 10 - 20 %of hospital inpatients
» Account for 2 -6% of all hospital admissions

» Are among top 10 causes of death in inpatients
e Overall incidence of ADRs is ~ 6.7 %

» Fatal ADRs - 0.32 %.....
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Contacts | FAQ |

European database of suspected

adverse drug reaction reports | English (en)

Home About Understanding reports Search Medicine safety

Online access to suspected side-effect reports

Cn this website you can view data on suspected

side-effects also known as suspected adverse drug

reactions for authorised medicines in the European LN Search for a report
Economic Area (EEA).

Search here for suspected

For centrally authorised medicines, access to reports 5
4 D adverse drug reaction reports

is granted both by the name of the medicine or the
name of the active substance. For non-centrally
authorised medicines, access is granted based on
the name of the active substance only.




PROJECT

Results
General Presentations

eRoom - partners only

Links

| Home | Contact Us

m /iy efpia

Pharmacoepidemiological Research on Outcomes of Therapeutics by a European Consortium

N

Adverse Drug Reactions Database

The PROTECT ADR database is a downloadable Excel file listing of all MedDRA PT or LLT adverse drug
reactions (ADRs). It is a structured Excel database of all adverse drug reactions (ADRs) listed in section
4.8 of the Summary of Product Characteristics (SPC) of medicinal products authorised in the EU
according to the centralised procedure. It is based exclusively on MedDRA terminclogy. In principle,
MedDRA Preferred Terms (PT) are used to map terms of the SPC. When they are used in the SPC to add
precision in the description of the ADR, Low Level Terms (LLTs) are also coded. PTs and LLTs are linked
to a primary System Organ Class (SOC). The database also includes information on gender, causality,
frequency, class warning and source of information for ADRs for which additional information is
provided in the SPC. Fields are described in the file Database structure,

The current database has been updated up to 30 June 2013 based on latest available SPC which can be
found on the European Commission website, The database includes for each product the date of the
SPC which has been used to list ADRs.

The database has been created by EMA and partners in PROTECT VWork Package 3 through a stepwise
approach using automated mapping of ADR terms listed in section 4.8 of the SPC to the MedDRA
terminology, fuzzy text matching (Bergvall et al. Pharmacoepidemiol Drug Saf. 2011;20(51), 5143) and
expert review.

It is aimed to routinely update the database at least once a year based on amended SPCs. It can also be
amended between routine updates to correct data entries.
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Quantum of Data from India?
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Indian data..

° 0.7% - 3.4% admissions due to ADRs
* 3.7% hospitalized patients had an ADR
* 1.3% were fatal

(South India, Ramesh et al., Arulmani et al.)
» Incidence of ADRs 8%
e Serious ADRs 6.7%.

(rural South India Ahmad et al.)
e 10% ambulatory elderly patients had ADRs
(Chandigarh, Mandavi et al)
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Why do we need data from India?

O




International Differences in ADRs

» Disease prevalence ~ » Healthcare systems

» Indication for and use » Health professional
~ practices

of medicines

o Genetic

» Social-Cultural » Pharmaceutical

formulations



International Differences

Some Examples-

=~ Metamizole
= Phenylpropanolamine

«Nimesulide
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India's pharmaceutical sector
Booming will touch US$ 45 billion by

Pharma 2020
Industry - McKinsey & Company

(Global management
and consulting firm )

IBEF\\

INDIA BRAND EQUITY FOUNDATION
www.ibef.org







 Biosimilars cannot be
Biosimilars considered as replicas of the
innovators’ molecules due to
their complex structure and high

Medical molecular weight

Devices

* Medical devices use increasing
too
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» Simultaneous global introduction
of new medicines




AVANDIA ALERT!

FDA issues safety alert on Avandia

Find out more

AVANDIA HAS BEEN LINKED TO HEART
ATTACKS AND HEART-RELATED INJURIES.
HAVE YOU TAKEN AVANDIA?

Each copsule contaifll:

sibutramine hydroci#Bfide monahydrate a
|equivalent to 12.55 mg of sibutramine)
n n

(tegaserod)

—  Marketed by Novartis

— 5-HT4 agonist withdrawn from market in
spring 2007 due to cardio-toxicity

— $5460 M sales in 2006, worldwide




This means is that we no longer
have the luxury of learning from
others’ experience




manageme
nt a burden

on

healthcare

Doctors appeal to Indian Govt to
increase GDP for healthcare to 3
per cent
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