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Before July 2012 After July 2012 

PhVWP of CHMP PRAC 
All aspects of the risk management 

of the use of medicinal products 

including the detection, 

assessment, minimisation and 

communication relating to the 

risk of adverse reactions, having 

due regard to the therapeutic effect 

of the medicinal product, the 

design and evaluation of post-

authorisation safety studies and 

pharmacovigilance audit 

Advise on safety issues: 

•At request of CHMP 

•At request of MS 



PRAC: Integration of activities 
• Priorisation and assessment of signals  

• Inc signals consequence of reported medication errors 

• RMP assessment 

• ID of potential for medication errors 

• Risk minimisation activities 

• Impact assessment of additional risk minimisation activities, i.e. 

• ADR frequency 

• Specific surveys  

• PSUR assessment 

• Data collected on medication errors 

 



Retrospective review of 
(potential) safety issues 

consequence of medication 
errors in PhVWP/PRAC 



Confusion  on route of 
administration or 

target 

Rotavirus vaccine 

Bortezomib 

Methysergide 



Non “standard 
posologies” 

Fosphenytoin 

Colchicine 

Metrotrexate 

Same product , different  
posologies for different  

indications 



Marketing of new 
strengths, 

pharmaceutical 
forms, formulations, 
devices for the active 

substance 

Sodium oxibate 

Topotecan 

Memantine 

Advagraf/prograf 

Pramipexole 

Olanzapine 

Levetiracetam 

Eptacog alpha 



Disproportion  
total volume-volume 

for injection 

Revatio 

Romiplostin 

Perfalgan in children 



Complexity in infusion 
preparation/method of 

administration 

Tocilizumab 

Romiplostin 

Mecasermin 

Dexametasone intravitreal implant 



Regulatory actions most commonly taken 
  

• Clarify product information, i.e. 

• SmPC/PIL 

• Outer package 

• DHPC 

• Additional risk minimisation activities:  

  Educational material 

 



---------------------------------------------------------etc 

Example in EU:  
Nplate® educational material 

“Provision of dosing calculator to 
simplify the calculation of the 
correct dose and guide in correct 
reconstitution and administration” 

Annex II.B in EPAR of 
NPLATE® in the 

Website 
(www.ema.europa.eu) 



Example in EU:  
Nplate® educational material 



Conclusions 

• New presentations during product lifecycle and 
complexity in preparations: the most frequent cause 
of errors: The simplest the best  

• Interaction with patient safety organisations (in 
hospital network for message dissemination) 

• PRAC may facilitate identification and follow-up 

 



Thank you for the 
attention!! 
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