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MEDICAMENTOS Y CONDUCCIÓN: 
EXPERIENCIA INTERNACIONAL

1. Medicamentos y seguridad vial

2. Medicamentos y conducción:          
¿un problema real?

3. Categorización y Pictogramas:

•
 

Experiencias internacionales
•

 
Aplicación en países



1. Medicamentos y seguridad vial

•
 

European Commission. White Paper European 
Transport Policy for 2010: time to decide. 
Luxembourg: Office for

 
Oficial Publications of

 
the

 European Communities, 2001.

•
 

Directorate General for Energy and Transport. 
Report on drugs, medicines and driving. Brussels: 
Directorate General for Energy and Transport, 2002.



2. Medicamentos y conducción: 
¿Un problema real?

Se estima que entre el 5 y el 10% de los accidentes de 
tráfico pudieran deberse a que el conductor estaba bajo 
los efectos de la medicación.





3. Categorización y pictograma

•
 

CATEGORIZACIÓN

•
 

Información
 

para
 

el 
profesional

 
sanitario

•
 

Médico
•

 
Farmacéutico

•
 

Valoración
 

individual 
(patología)

•
 

PICTOGRAMA

•
 

Información
 

para
 

el 
paciente

 
–

 
conductor

•
 

Consumo
 

esporádico
•

 
Consumo

 
habitual

•
 

OTC
•

 
Productos

 
a partir

 
de 

plantas



EXPERIENCIA INTERNACIONAL: 
ICADTS



ICADTS (2001)

Category Description ~ BAC (g/l)

I Presumed safe or unlikely effect < 0,5

II Likely minor or moderate effect 0,5 –
 

0,8

III Likely severe effect or presumed 
dangerous > 0,8

Alvarez

 

FJ, De Gier

 

JJ, Chistophersen

 

AS, Del Río MC, Donelson

 

AC, Karlovsek

 

MZ, Maes VA, 
Morland

 

J, Mercier-Guyon

 

Ch, Ogden EJD, O’Hanlon JF, Verstraete AG, Walsh JM.
Prescribing and dispensing guidelines for medicinal drugs affecting driving performance.
Utrecht:  International Council on Alcohol, Drugs and Traffic Safety, 2001
http://raru.adelaide.edu.au/icadts/reports/ICADTSpresguiderpt.pdf

http://raru.adelaide.edu.au/icadts/reports/ICADTSpresguiderpt.pdf










DRUID PROJECT – WP4

Work package 4: Classification 
(Categorization of Medicines on Driving)

Progress in the categorization and labelling of 
medicines impairing driving ability
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Task 4.2. The establishment of criteria for a 
European Categorization, based on consensus

•
 

RUGPha
 

(The Nederland) is the Task Leader.

•
 

Task 4.2 start 15 November 2007

•
 

AIM:  to propose and agree on the criteria and the 
methodology on the establishment of a European 
classification/categorization system and labelling system of

 
 

medicinal drugs and driving.

•
 

Deliverable 4.2. will be available on month 39 (January 2010).



DRUID PROJECT – WP4
Task 4.2. The establishment of criteria for a European 
Categorization, based on consensus

•
 

Workshop 27th-28th February 2008 Paris [EMEA 
Pharmacovigilance

 
Working Party] Visit-Meeting AFSSAP: 

27th February 2008 Paris [experience with the categorization 
system in France]

•
 

Workshop 12th-13 June 2008 Den Haag [EMEA 
Pharmacovigilance

 
Working Party] [information on the Dutch 

campaign]

•
 

Workshop 10th-11th November 2008 Lisbon [EMEA 
Pharmacovigilance

 
Working Party]

•
 

Foreseen EMEA meeting, September 2009.



Public 
consultancy 
on the 
Writing on 
SPC



4.7 Effects on ability to drive and use machines: 

•
 

On the basis of the pharmacodynamic
 

and 
pharmacokinetic profile, reported adverse

 
 

reactions and/or specific studies in a relevant 
target population addressing the performance 
related to driving and road safety or using 
machines, specify whether the medicinal product 
has a) no or negligible influence b) minor; c) 
moderate influence or

 
d) major influence on these 

abilities. Effects of the disease itself on these 
abilities should only be discussed in exceptional 
circumstances.

 
Other important factors that affect 

the ability to drive and use machines should be 
considered if relevant, e.g. duration of the 
impairing effect and the development of the 
tolerance of adverse reactions with continued use.

 For situations b, c and d, special 
warnings/precautions for use should be mentioned
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Task 4.3. Establishment of framework for 
classification/categorization and labelling of 
medicinal drugs and driving

•
 

UVa
 

(Spain) is the Task Leader.

•
 

Task 4.3 start 15 September 2007

•
 

AIM: To propose of a classification / categorization system for the 
relevant therapeutic groups

 
of medicines available in the market, 

•
 

AIM: To develop of a methodology to continuously update
 

the 
classification/categorization system and labelling system on medicinal 
drugs and driving. 

•
 

Deliverable 4.3 will be available on month 45 (July 2010)



AGREEMENT ON 4 CATEGORIES FOR
CATEGORIZATION ON MEDICINES AND DRIVING

–
 

No or negligible influence
–

 
Minor influence (category I)

–
 

Moderate influence (category II)
–

 
Major influence (category III)

FOR THE LABELLING WE AGREE ON TREE 
LEVELS

DRUID PROJECT – WP4





DRUID PROJECT – WP4

INFORMATION FOR EACH MEDICINE: FACT SHEET

–

 

1: INFORMATION REGARDING THE NEW FILENAME AND DATE OF 
PRODUCTION - REVIEW

–

 

2: MEDICINE BEING EVALUATED
–

 

3: SOURCE OF INFORMATION:
–

 

4: PRESENTATIONS:
–

 

5: INDICATIONS: 
–

 

6: POSOLOGY AND METHOD OF ADMINISTRATION: 
–

 

7: PHARMACODYNAMIC PROPERTIES:
–

 

8: PHARMACOKINETIC PROPIERTIES:
–

 

9: POSSIBLE SIDE EFFECTS RELATED TO DRIVING:  
–

 

10: SPC SECTION 4.7 EFFECTS ON ABILITY TO DRIVE AND USE MACHINES:
–

 

11: LEAFLET SECTION ON DRIVING: DRIVING AND USING MACHINES:
–

 

12: STUDIES ON PSYCHOMOTOR PERFORMANCE AND RISK STUDIES: 
–

 

13: CATEGORIZATION IN SOME EU COUNTRIES:
–

 

14: PROPOSED CATEGORIZATION:
–

 

15: INFORMATION FOR THE PATIENT:
–

 

16: PLACE AND DATE OF AGREEMENT BY THE WP4 MEMBERS:
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EMEA categorization on frequency of undesirable
effects 

–
 

Very common (>1/10)
–

 
Common (>1/100, <1/10); 

–
 

Uncommon (>1/1,000, <1/100); 
–

 
Rare (>1/10,000, <1/1,000); 

–
 

Very rare (<1/10,000), 
–

 
Not known (cannot be estimated from the available 
data, since no valid estimate can be derived from 
clinical trials or epidemiological studies).
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System organ 
class 

Selection of undesirable effects that can impair the ability to drive 
safely  
 

Nervous system 
disorders 

 Somnolence, dizziness, drowsiness 
 Confusion - cognitive disorder- disorientation 
 Involuntary movement disorders: ataxia, tremor, Parkinsonism, acute 

dystonic (dyskinesia) and dyskinetic reactions (dystonia) 
 Convulsions -seizures 

Psychiatric 
disorders 

 Perception disturbances (hallucination, visual hallucination, auditory 
hallucination, illusion) 

 Psychotic reactions and  psychotic disorder (including paranoia 
psychosis) 

 [Other: Emotional lability, mood swings, aggression, nervousness, 
irritability, personality disorders, thinking abnormal, abnormal 
behaviour,  euphoric mood, restlessness (emotional state of 
excitement), depersonalisation]  

Eye disorders  Diplopia or double vision,  
 Blurred vision  
 Accommodation disorders 
 Visual acuity reduced 
 Photophobia 
 [Other: visual field defect, peripheral vision loss, altered visual depth 

perception, oculogyric crisis]. 
Ear and 
Labyrinth 
disorders 

 Vertigo 
 Hearing loss 
 [Other: buzzing, tinnitus] 

Metabolism and 
nutrition 
disorders 

 Hypoglycaemia 



N03 ANTIEPILEPTICS  CATEGORY LABELLING 
 
N03A  

 
Antiepileptics     

N03AA Barbiturates and 
derivatives     

  N03AA02 
Phenobarbital 
**** Oral administration 
**** Parenteral administration 

 
III 
III 

 
III 
III 

  N03AA03 Primidone  
III 

 
III 

N03AB Hydantoin 
derivatives    

 N03AB02 
Phenytoin 
**** Oral administration 
**** Parenteral administration 

 
III 
III 

 
III 
III 

 N03AB05 Phenytoin Combinations III III 

N03AD Succinimide 
derivatives    

 N03AD01 Ethoxusimide II II 

N03AE Benzodiazepine 
derivatives    

 N03AE01 
Clonazepam 
**** Oral administration 
**** Parenteral administration 

 
II 
III 

 
II 
III 

N03AF Carboxamide 
derivatives    

 N03AF01 Carbamazepine II II 
 N03AF02 Oxcarbazepine II II 
 N03AF03 Rufinamide II II 

N03AG Fatty acid 
derivatives    

 N03AG01 
Valproic acid 
**** Oral administration 
**** Parenteral administration 

 
II 
III 

 
II 
III 

 N03AG04 Vigabatrin II II 
 N04AG06 Tiagabine II II 

N03AX Other 
antiepileptics    

 N03AX09 Lamotrigine II II 
 N03AX11 Topiramate II II 
 N03AX12 Gabapentin II II 
 N03AX14 Levetiracetam II II 
 N03AX15  Zonisamide II II 
 N03AX16 Pregabalin II II 
 N03AX18 Lacosamide II II 
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NEW DRUGS IN THE MARKET: MEDICINES GRANTED FOR EMEA
JANUARY 2008- APRIL 2009

Approved 52 medicines

ATC   A ALIMENTARY TRACT AND METABOLISM----------------------- 3
ATC   B BLOOD AND BLOOD FORMING ORGANS----------------------- 4
ATC   C CARDIOVASCULAR SYSTEM---------------------------------------- 4
ATC   G GENITO URINAY SYSTEM AND SEX HORMONES------------ 2
ATC   J ANTIINFECTIVES FOR SYSTEMIC USE--------------------------- 10
ATC   L ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS- 11
ATC   M MUSCULO-SKELETAL SYSTEM------------------------------------ 2
ATC   N NERVOUS SYSTEM------------------------------------------------------ 7
ATC   S SENSORY ORGANS------------------------------------------------------ 1
ATC   V VARIOUS--------------------------------------------------------------------- 2
Code not yet assignet--------------------------------------------------------------- 6
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Herbal preparations and general information for the patient:

N05CM
Humulus

 

lupulus

 

(Lupulo)
Melissa officinalis

 

(Melisa)
Passiflora

 

incarnata

 

(Pasiflora)
Valeriana

 

officinalis

 

(Valeriana)
Eschscholtzia

 

(Amapola

 

de california) 
Lippia

 

citriodora

 

(Hierbaluisa)         
Lavandula

 

angustifolia

 

(Lavanda) 
Tilia

 

cordata

 

(Tila) 
Piscidia

 

erythrina

 

(Piscidia) 
Espino

 

blanco

 

(crataegus

 

oxyacantha) 

N06A
Hiperico

 

(hypericum

 

perforatum) 

N06DX02
Ginkgo (ginkgo biloba) 



AUSTRIA, RUMANIA

DINAMARCA, ESTONIA, ISLANDIA Y NORUEGA

LETONIA, POLONIA

ESLOVENIA

FRANCIA

!



Warning sign Country (year) Description

FRANCE (1999)

Old warning label for driving impairing medication in France (1999)

FRANCE (2005) [8]

Be careful. Do not drive without having read the leaflet.

Be very careful. Do not drive without advice of a medical professional.

Attention: danger: Do not drive.

SPAIN (2007)[9]

Driving: Please read the leaflet or package insert.
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