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     INTRODUCTION 

 No drug which is pharmacologically active is without side-

effect. Furthermore not all adverse effect can be known 

before a drug is marketed. 

 

 Once put onto the market, a medicine leaves the secure and 

protected scientific environment of clinical trials and is 

legally set free for consumption by the general population. 

 

 Experience has shown that many adverse effects, 

interactions (i.e. with foods or other medicines) and risk 

factors come into light only years after release of the drug. 
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  Development of Current 3G System 

1. GOOD MANUFACTURING PRACTICE 

2. GOOD LABORATORY PRACTICE 

3.  GOOD CLINICAL PRACTICE 
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GMP:  Good Manufacturing  Practice 

GMP is a system for ensuring that products are 

consistently produced and controlled according to 

quality standards. 

GMP  is concerned with both production and quality 

control 

 

GLP:  Good Laboratory Practice  

GLP  is a system, which has been evolved by 

Organisation for Economic Co-operation and 

Development (OECD) to ensure the generation of 

high quality and reliable test data related to the safety 

of industrial chemical substances and preparations. 

 

GCP: Good Clinical Practice 

 GCP is an international quality standard that is 

provided by ICH, an international body that defines 

standards, which governments can transpose into 

regulations for clinical trials involving human 

subjects. 

 

3G SYSTEM 
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Importance of Vigilance 

HUMANITARIAN  CONCERN 

                          – Insufficient evidence of safety from clinical trials. 

                          –  Animal experiments  

                          – Phase 1 – 3 studies prior to marketing authorization 

MEDICINES 

                          –  Medicines are supposed to save lives. 

                         –  Dying from a disease is sometimes unavoidable; dying from a medicine is                

unacceptable. It has been suggested that ADRs may cause 5700 deaths per year in India. 

 

PROMOTING RATIONAL USE OF MEDICINES  AND ADHERENCES 

 

ADRs  ARE EXPENSIVES!!! 

 

ENSURING  PUBLIC CONFIDENCE  

 

ETHICS 
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PHARMACOVIGILANCE 

 Pharmacovigilance the practice 

of monitoring the effects of 

medical drugs after they have 

been licensed for use, especially 

in order to identify and evaluate 

previously unreported adverse 

reactions. 

 

 Related to the collection, 

detection, assessment, 

monitoring, and prevention of 

adverse effects with 

pharmaceutical products. 

  

Cinical trials 

pharmacodynamic  

studies 

 

Drug Safety 

in vitro & in vivo 

test methods 

PHARMACOVIGILANCE 
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History  

        YEAR                                                  ACTION 

May 31, 1978 

The Commissioner of the Food and Drug Administration sent a letter to 

officials of each state stating FDA's intent to provide a list of all prescription 

drug products that are approved by FDA for safety and effectiveness, along 

with therapeutic equivalence determinations for  multisource prescription 

products. 

January, 1979 

The list was distributed (included only currently marketed prescription  drug 

products approved by FDA through NDAs and ANDAs under the provisions 

of section 505 of the Act) 

October 31, 1980 

The final rule (includes FDA’s response to the public comments on the 

proposal) was published  in the Federal Register (45 FR 72582).  

The list incorporated appropriate corrections and additions. 
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Objectives                                             

 

 

To supply 

 an  

additional 

 form of user  

assurance 

To monitor 

Adverse 

Drug 

Reactions 

(ADRs) 

To 

monitor 

benefit-

risk 

profile of 

medicines 

To Generate 

independent, 

evidence 

based   

 safety of 

medicines. 

To  Support  

CDSCO & 

To Create a 

national 

centre  for 

global drug 

safety 

monitoring 

standards. 
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Year Medicine  Adverse Reaction Resulting Action 
1995  Tramadol(Zydol)  Pyschiatric Reaction Warning 
1995 Cyproterone  

acetate(Cyprostat,Andr
ocur) 

Dose-related hepatotoxicity Restricted 
indication,requirement for 

monitoring of Liver Function 

1995 Quinolone antibiotics Tendinitis,Tendon Rupture Improved warning 
1995  Tacrolimus(Prograf) Hypertrophic, 

Cardiomyopathy 
Warning ,Dose reduction and 

monitoring Requirement 

1996  Alendronate(Fosam
ax) 

Severe Oesopharangeal 
reaction 

Warning and revised dosing 
instruction 

1997 Clozapine(clozanl) GI Obstruction Improved Warning 
1997 HIV Protease Inhibitor Hyperlipidemia  and fat 

redistribution 
Improved Warning and 

monitoring redistribution 
1998 Isotretinion(Roaccutane

) 
Psychiatric Reactions Improved Warning 

1998 ++Sertindole(Serd
olect) 

Sudden Cardiac Death Drug Withdrawal 

1999  Aristolochia in 
Chinese herbal 

remedies 

Renal Failure Aristolochia Banned 

1999 Human Clottable 
Protein Conentrate 

Neurotoxic reaction Improved Warning 

2000 +++Cisapride(Prepuside
) 

Serious Cardiovascular 
Reaction 

Cisapride suspended in UK 

 

       High-Alert Medications 
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Year Medicine  Adverse Reaction Resulting Action 

2001  Bupropoin(Zyban
) 

Seizures Improved Warnings and 
revised dosing 

instruction 
2003 Kava-Kava Hepatotoxicity Supply of Kava-Kava 

prohibited in UK 
2003 Aspirin Reye’s Syndrome in 

children 
Statutory Label Warning 

2003 Warfarin Interaction with 
cranberry juice leading 

to bleeding 

Warning 

2004  Rosuvastatin(Cre
stor) 

Rhabdomyolysis Revised dosing 
instruction and improved 

warning 
2005  Atomoxetin Hepatic Disorder Warning 

2006  Linezolid(Zymox) Optic neuropathy Monitoring 
Recommended 
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Year Medicine  Adverse Reaction Resulting Action 
2007 Rimonabant. Neurotoxicity Banned 

2008 Mepacrine 

Hydrochlorid 
Hepatotoxicity Warning 

2009 Practolol CVS  Disorder Banned 

2010 Nialamide Hepatotoxicity Warning 

2011  Phenacetin. Nephrotoicity Revised dosing 
instruction and improved 

warning 
2012  Amidopyrine Hepatic Disorder Warning 

2013 
 

 Linezolid(Zymox) Optic neuropathy Monitoring 
Recommended 

2014  Mephenteramine Cardiac  arrest prohibiited 

2015  Mesterolone Nephrotoxicity Prohibited 

  (Triangle):  Drug at the time the major safety issuse was identified. 

++(Sertindole) is reinstated in 2002 with increased warning. 

+++(Cisapride) License have been cancelled. 
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Evaluating   

and  

Monitoring  

of  ADRs 

       UK –

”Yellow 

Card” , 

Since 1964 

Australia- 

“Blue 

Card”, 

Since  

1964 

India- 

”Suspected 

Adverse 

Drug 

Reaction 

Reporting 

Form 

US  - “Med 

Watch” 

    Form FDA  

3500- 

Voluntary 

reporting 

     

Form  FDA  

3500 A – 

Mandatory 

reporting. 
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Initiative to Enhance the  Pharmacy  System   
 

 

 

 

 

Widening 
Focus on  

Patient 

Unlicensed  

Herbal 

Remedies 

Facilitating New 

Tech. & Media 
Weakness           
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Conclusion 

 

  It is expected that 50 – 75 % of medical errors are preventable . 

 

  Introduction of advanced medical information systems Electronic Health Record 

(EHR)  

 

  Automatic check up for dose, interactions, allergies, should be done. 
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THANK YOU 

OMICS CONFERENCE -  2015                                  19 


