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Political recognition of selmedication

U n . . -prasoription medicines also play an important
role since they offer economic as well as social
benefits. Selimedication 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 particula
attention. o

Source: Communication of the European Ci
Medi cines: a Renewed Vision for the F



Level of harmonisation

U High: marketing authorisation, labelling, data
exclusivity

U Medium: classification, advertising, invented
names

U Low: pricing, reimbursement, distribution






Market access

U Proof of safety, efficacy and quality
U Respect of timelines for national authorisation

U Adequate understanding of the particularities ¢
nonprescription medicines?

U Acceptance of monographs for herbal
substances?



Classification

U Basic rules well in place
U Switch climate improved

UAESGP nswitcho dat abeé
shows many commonalities and some
differences

U Acceptance of new indications?



AAcne

AAllergic conjunctivitis
AcCold

ACold sores
AConstipation

@If—diagnosis + seh‘manage@

AHay fever prevention
AHeadache

Alndigestion/heartburn
Alnsomnia (temporary)

4

AArthritic pain
ACaries prevention

ANERUE 1 AMild/moderate pain AcColesterol lowering/lipid
ADiarrhoea AMinor cuts and bruises control
AEETIENEY AMouth ulcers ADermatitis/eczema

contraception
AErectile dysfunction
AFever

ANausea from known causes
ASmoking cessation

AHayfever treatment
AMale pettern baldness

) _ ASore throat ANeural tube defect
AFlu prevention ASymptoms of pre-menstrual prevention
AFlu treatment tension

AHaemorrhoids ATopical bacterial infections

AWeight management

Short term use / Recufrrent/ Long term use /
ST W ACULE.CONAILION corrre eerrerrerrenereeensmrnenes Ngereseees Semi-chronic.CoNdition e Nnenns Chronic.condition...... /...y >

AAnxiety Alncontinence

AAsthma Alnflammatory bowel disease
ABenign prostatic hypertrophy Alrritable bowel syndrome
AChronic insomnia AMalaria prevention

ABacterial conjunctivitis ADepression (mild to AMenopause syndrome

ACystitis moderate) AMigraine
AExercise-induced ADiabetes (prevention of AObesity
angina complications + treatment AOral contraception

AHelminth infections
ALower urinary tract
infections

AOsteoporosis
prophylaxis

APsoriasis (mild)

ARheumatism

with oral agents)
AGout
AHeart disease prevention
i AHerpes genitalis
v AHypertension

Avaginal thrush
AVenous leg ulcers
Doctor consultation + other health professional advice

< + patient selfmanagement (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




Advertising

U All non-prescription may be advertised in all
media

U Restrictions need to be justified by EU
legislation

U Self-control widely accepted



Invented names

U Approved through marketing authorisations
U No specific restrictions in EU legislation

U Revised EMEA guideline addresses particularities of
nonprescription medicines

U Differences on the national level, not harmonised
through decentralised/mutual recognition procedures



