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Political recognition of self-medication

üñ...non-prescription medicines also play an important 
role since they offer economic as well as social 
benefits. Self-medication empowers patients to treat or 
prevent short term or chronic illnesses which they 
consider not requiring the consultation of a physician 
or which may be treated by the people after an initial 
medical diagnosis. Consequently, access and 
availability of these medical products require particular 
attention.ò

Source: Communication of the European Commission on ñSafe, Innovative and Accessible 
Medicines: a Renewed Vision for the Pharmaceutical Sectorò of 10 December 2008



Level of harmonisation  

üHigh: marketing authorisation, labelling, data 

exclusivity 

üMedium: classification, advertising, invented 

names

üLow: pricing, reimbursement, distribution





Market access  

üProof of safety, efficacy and quality

üRespect of timelines for national authorisations? 

üAdequate understanding of the particularities of 

non-prescription medicines?

üAcceptance of monographs for herbal 

substances?



Classification  

üBasic rules well in place

üSwitch climate improved

üAESGP ñswitchò database with 200 substances 

shows many commonalities and some 

differences

üAcceptance of new indications?



ÁAcne

ÁAllergic conjunctivitis

ÁCold

ÁCold sores

ÁConstipation

ÁCough

ÁDiarrhoea

ÁEmergency 

contraception

ÁErectile dysfunction

ÁFever

ÁFlu prevention

ÁFlu treatment

ÁHaemorrhoids

ÁHay fever prevention

ÁHeadache

ÁIndigestion/heartburn

ÁInsomnia (temporary)

ÁMild/moderate pain

ÁMinor cuts and bruises

ÁMouth ulcers

ÁNausea from known causes

ÁSmoking cessation

ÁSore throat

ÁSymptoms of pre-menstrual  

tension

ÁTopical bacterial infections

ÁWeight management

ÁArthritic pain

ÁCaries prevention

ÁColesterol lowering/lipid 

control

ÁDermatitis/eczema

ÁHayfever treatment

ÁMale pettern baldness

ÁNeural tube defect 

prevention

ÁBacterial conjunctivitis

ÁCystitis

ÁExercise-induced

angina

ÁHelminth infections

ÁLower urinary tract 

infections

ÁVaginal thrush

ÁAnxiety

ÁAsthma

ÁBenign prostatic hypertrophy

ÁChronic insomnia

ÁDepression (mild to 

moderate)

ÁDiabetes (prevention of 

complications + treatment 

with oral agents)

ÁGout

ÁHeart disease prevention

ÁHerpes genitalis

ÁHypertension

ÁIncontinence

ÁInflammatory bowel disease

ÁIrritable bowel syndrome

ÁMalaria prevention

ÁMenopause syndrome

ÁMigraine

ÁObesity

ÁOral contraception

ÁOsteoporosis 

prophylaxis

ÁPsoriasis (mild)

ÁRheumatism

ÁVenous leg ulcers

Self-diagnosis + self-management

Doctor consultation + other health professional advice 

+ patient self-management (with/without medical advice)

Source: AESGP study on new indications and related information needs carried out for DG SANCO of the European Commission-January 2002
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Advertising

üAll non-prescription may be advertised in all 

media

üRestrictions need to be justified by EU 

legislation

üSelf-control widely accepted



Invented names  

üApproved through marketing authorisations 

üNo specific restrictions in EU legislation 

üRevised EMEA guideline addresses particularities of 

non-prescription medicines

üDifferences on the national level, not harmonised 

through decentralised/mutual recognition procedures


