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What is pharmacovigilance?  

ñscience and 

activities relating 

to the detection, 

assessment, 

understanding 

and prevention 

of adverse 

effects or any 

other drug-related 

problem.ò  
The importance of pharmacovigilance, 
WHO, 2002 



Why to do pharmacovigilance? 

What is its intrinsic value?  

ÅAdverse drug reactions (ADRs) can lead 

to  

ïreduced quality of life 

ïinterrupting treatment  

ïavoidable morbidity 

ïtreatment failure 

ïdeath 

 

 

 



Why to do pharmacovigilance? 

What is its intrinsic value?  

 

Pharmacovigilance is essential for 

 

patient-centred care  
and  

proper clinical management 
 

 



Å Keep in mind that: 

ï Burden of  adverse drug reactions informs 

planning 

ï Clinical trials provide only  limited information 

ï Every country is different 

ï Public confidence has implications in public 

health interventions 

 

 

Why to do pharmacovigilance? 

What are the consequences of doing it or not?  
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Why to do pharmacovigilance 

in tuberculosis ifé? 

ÅAnti-TB drugs are well-established 

medicines? 

  

ÅAll reactions are well documented 

over decades? 
 



 



Why to do pharmacovigilance in 

tuberculosis? 

What is its intrinsic value?  
 

Pharmacovigilance is essential for 

 

TB patient-centred care  
and  

proper TB clinical management 
 

 



ÅKeep in mind the 

increasing 

demand on 

products for off-

label use in 

MDR-TB 

management  
 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅKeep in mind the WHO policy on the use of 

shorter-treatment regimens for MDR-TB: 

 

ïTo be delivered under operational research 

conditions to assess effectiveness and safety, 

after approval of national ethics review commitee 

 

 

 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅKeep in mind that 

compassionate use 

programmes will 

become more widely 

used due to: 

ïXDR-TB 

ïSome countries may 

not approve drugs 

until full development 

of the compound 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅKeep in mind 

that public 

confidence is 

based on 

credibility, 

among other 

factors  
 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅKeep in mind 

that drug safety 

is a big issue in 

new TB drugs: 

  

ïconditional  

approval  

ïdrug to drug  

interactions 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅOff-label use in MDR-TB management 

ÅShorter regimens for MDR-TB 

ÅCompassionate use  

ÅIntroducing new TB medicines 

ÅPlanning/budgeting TB control 

ÅPublic confidence/ NTP credibility 

 

Why to do TB pharmacovigilance? 
What are the consequences of doing it or not?  



ÅIn 2012, WHO 

produced the very 

first handbook on 

pharmacovigilance 

for TB! 

Feasibility of doing Pv in TB control 



 



 


