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Lists of Essential Medicines 

Principle: A limited range of carefully selected essential medicines leads 
to better health care, better medicines management, and lower costs 

 

Definition: Essential medicines are those that satisfy the priority health 
care needs of the population 

 

Selection: Selected with due regard to disease prevalence, evidence on 
efficacy and safety, and comparative cost-effectiveness. 

 



National Essential Medicines List 

< 5 years   (127) 

> 5 years   (29) 

No NEML   (19) 

Unknown   (16) 

156 countries with EMLs 

 1/3 within 2 years 

 3/4 within 5 years 

Countries with a national List 

 of Essential Medicines 



WHO Model List of  

Essential Medicines (I) 

• The WHO Model List of Essential Medicines provides guidance to Member 
States on optimization of a national formulary to assure adequate and 
cost-effective use of medicines in the context of public health 

• Basic criteria for listing of an essential medicine include availability, public 
health relevance, safety and effectiveness versus comparators, cost and 
cost-effectiveness, and regulatory status 



WHO Model List of  

Essential Medicines: 

 Criteria for Consideration (I) 

Effective and safe medicine 

 Based on clinical trials data, post marketing surveillance, 
pharmacovigilance, regulatory approvals 

 

Regulatory approval in a number of countries 

 Indicates availability, efficacy, safety 

 

Available in most parts of the world and ease of use in different settings 

 Necessary for access 



WHO Model List of  

Essential Medicines:  

Criteria for Consideration (II) 

Public health need 

 Indicated by burden of disease, populations served, 

 annual estimates of use, guideline recommendations 

 

Affordable for most health care systems 

 Costs comparisons, cost benefit 

 

Recommended in Guidelines especially by WHO programmes 

 Indicates public health need, efficacy, safety 





Quality and safety for: 

 

• Collection 

• Testing 

• Processing 

• Storage 

• Distribution 

 

of human blood and blood components 

       

       

      Directive 2002/98/EC 

 

Essential medicines connects 

to the basic functions 

of blood establishments 

 



Quality management and regulatory oversight  

is needed for improvements .... 



 

 
 Patient blood management 

 

• Knowledge of the primary 
process of the client 

• Sufficient supply of blood 

• Optimal usage of blood  

• Client relations 

• Creating of costumer intimacy 

• Haemovigilance 

• Research 

• Offering excellent services to the 
customers  

Additional functions 

 of blood establishments 

Rhamy JF, JBSM 2010, 50: 2793-2797 



• Is the treatment correct? 

     How can be explained the huge differences in treatment ? 

 

• What do we know about the products? 

 Specifications of the products well defined? 

 Products with the same name really the same? 

 What about aging, volume, type and product treatment ? 

 

• Individual reactions ?  

     Are age, sex, hereditary factors, underlying disease, pre-existent 
disorder, clinical condition, acute or chronic disease, disturbance in 
haematopoietic, humeral or cellular systems, of importance or taken 
into account? 

 

Essential medicines will help 

to improve evidence-based transfusion medicine 



National Regulation of  

Blood Components as Medicines 

 Blood is regulated as a medicine in many jurisdictions, either directly 
or indirectly, e.g. 

o In the US, Canada, and Germany, blood and components are 
directly regulated as biologic medicines 

o In Japan, blood and blood products are regulated as safety 
measures by the “Pharmaceutical Affairs Law” and under the “Law 
on Securing a Stable Supply of Safe Blood Products”  

o In Australia, blood component manufacturers are subject to licensing 
to assure that the products meet standards as per the Council of 
Europe “Guide” 

 Common to all blood component regulations are requirements to 
assure that blood components meet product standards through 
controls on manufacturing, often explicitly stated as Good 
Manufacturing Practice requirements 

 





European Commission estimation 

 

• 5% of all hospital admissions due to Adverse Drug Reactions (ADRs) 

• 5% of all hospital patients experience an ADR 

• ADRs 5th most common cause of hospital death 

• 197,000 deaths per year in EU caused by ADRs 

• Total societal cost €79 billion 



What is Pharmacovigilance? 

• Science and activities relating to the detection, assessment, 

understanding and prevention of adverse effects or any other 

medicine-related problem  

 

• Underlying objectives are:  

• preventing harm from adverse reactions in humans arising from the use of 

medicines; and  

• promoting the safe and effective use of medicines, in particular through 

providing timely information about the safety of medicines to patients, 

healthcare professionals and the public.  

 

 



Adverse Event vs Adverse Drug Reaction 

Adverse Event (AE) 

     Any untoward medical occurrence in a patient or clinical trial subject 

administered a medicine and which does not necessarily have a causal 

relationship with this treatment  

 

Adverse Drug Reaction (ADR) 

A response to a medicine which is noxious and unintended 



Adverse reaction 

• Adverse reaction characterized by the fact that a causal relationship 

between a medicine and an occurrence is suspected. 

 



Seriousness Criteria 

• Death 

• Life-threatening 

• Requires hospitalization/prolongation 

• Persistent/significant disability/incapacity  

• Congenital birth defect 

• Medical important event 

• *Transmission of infectious disease is considered a serious event 

 

 

 



Special situation-case reports 

• Use of a medicine during pregnancy or breastfeeding 

• Use of a medicine in a paediatric or elderly population 

• Lack of therapeutic efficacy 

• Reports of overdose, abuse, off-label use, misuse, medication 

error or occupational exposure 

 



Potential Sources of Adverse Events: 

Solicited 
 Reports from organised data collection systems, i.e.: 

• clinical trials,  

• non-interventional studies, 

• registries,  

• post-authorisation named-patients use programmes, 

• other patient support and disease management programmes,  

• surveys of patients or healthcare providers or  

• information gathering on efficacy or patient compliance.  

Exception: AEs originating from certain compassionate use or named 

patient use where AEs are not actively sought.  

 



Potential Sources of AEs: Spontaneous 

 
• Through calls, conversation, social settings, faxes 

• From consumers or healthcare professionals 

 

   Consumer:  Person who is not a healthcare professional such as a patient, 

lawyer, friend or relative/parent/child of a patient  

   Primary Source (Reporter): Person who reports the facts.  

• Several primary sources may provide information on the same case 

such as healthcare professionals and/or a consumer.  

• All the primary sources’ details, including the qualifications, should be 

provided 

 

    

 



Potential Sources of AEs: Spontaneous 

 
• Legal claims, complaints or medical information 

• Literature reports: Reports of suspected adverse reactions from the 

scientific and medical literature, including relevant published 

abstracts from meetings and draft manuscripts.  

• Reports from other sources 

• lay press or other media  

• Information on suspected adverse reactions from the internet or 

digital media  

• MAHs should regularly screen internet or digital media under their 

management or responsibility, for potential reports of suspected adverse 

reactions. (Digital media is considered to be company sponsored if it is 

owned, paid for and/or controlled by the marketing authorisation holder.) 



Summary 

• Addition of blood components to the WHO Model List of Essential Medicines 
will promote the global availability of safe blood for transfusion, advancing 
global health  

• Government attention to establishing and maintaining National Blood 
Systems to assure supply and safety 

• Recognition of the need for blood regulation 

• Protection of donors (donor vigilance) 

• Assurance of blood quality and safety  

• Listing of Whole Blood and RBC would be especially important to address 
unmet needs for effective treatment of hemorrhage and anemia in many 
developing countries 

• Whether under haemovigilance or pharmacovigilance, whole blood and red 
cells will cohabitate well as both are directed to safety biologic medicines  

 



Questions? 

p.strengers@sanquin.nl 

www.sanquin.nl   


