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MEDICAMENTOS Y CONDUCCION:
EXPERIENCIA INTERNACIONAL

1. Medicamentos y seguridad vial

2. Medicamentos y conduccion:
sun problema real?

3. Categorizacion y Pictogramas:

Experiencias internacionales
Aplicacion en paises
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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 conduccion:
cun problema real?

Se estima que entre el 5y el 10% de los accidentes de
trafico pudieran deberse a que el conductor estaba bajo
los efectos de la medicacion.
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Resultados:

Skegg y cols, 1979”7  Sedantes y tranquilizantes:

Ray y cols, 19922

Tranquilizantes menores:
Tranquilizantes mayores:

Farmacos psicoactivos:
Benzodiacepinas:
Antidepresivos ciclicos:
Antihistaminicos/analgésicos:
El RR aumenta con la dosis

Leville y cols, 1994'° Benzodiacepinas:

Herings, 1995"

Antidepresivos ciclicos:
Analgésicos opioides:
Antihistaminicos:

Medicamentos con advertencia
sobre su potencial efecto en la
capacidad de conduccion:

RR=1.5
RR=1.5
RR=2.2
RR=1.1

RR=0.9
RR=123
RR=1.8
RR=0.7

RR=1.9

p/95% IC

0.4-2.0
1.1-4.8
1.0-3.4
0.3-1.7

p<0.01

Estos medicamentos fueron responsables del 3.6-7.2% de todas las
muertes producidas en accidentes de trafico y del 2.6-5.2% de todos

los heridos en dicho tipo de accidentes.
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. Categorizacion y pictograma

Informacion para el * Informacion para el
profesional sanitario paciente — conductor
Medico « Consumo esporadico
Farmaceutico « Consumo habitual

« OTC
Valoracion individual * Productos a partir de
(patologia) plantas




% EXPERIENCIA INTERNACIONAL:
ICADTS
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ICADTS (2001)

Category Description ~ BAC (g/l)
I Presumed safe or unlikely effect <0,5
Il Likely minor or moderate effect 0,5-0,8

Likely severe effect or presumed

I
dangerous

>0,8

Alvarez FJ, De Gier JJ, Chistophersen AS, Del Rio 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/ICADTSpresquiderpt.pdf
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http://raru.adelaide.edu.au/icadts/reports/ICADTSpresguiderpt.pdf
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Categoria Definicidn

II

I11

Improbable produccidn de efectos adversos
sobre la capacidad de conduccion: existe
evidencia experimental repetida de la
inexistencia de alteraciones en la capacidad
de conduccion o relacionada con ella.

Posible produccion de efectos adversos leves
o moderados relacionados con la capacidad
de conducir: existe evidencia experimental de
alteracion en la capacida de conduccion

o relacionada con ella.

Facilmente producen efectos adversos graves
relacionados con la capacidad de conduccion:
existe evidencia experimental repetida.

Farmaco

Astemizol 10mg
Terfenadina 60 mg
Loratadina 10 mg

Difenhidramina 25 mg
Terfenadina 120 mg
Cetirizina 20 mg
Clemastina 1 mg

Prometazina 25mg
Tripolidina 2,5 mg
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Manual sobre

aspectos médicos

relacionados con la Lapaadad de

CONDUCCION
ic VEENCUTFOS

de vehiculos

Nefropatias y conduccion
de vehiculos

Diabetes mellitus y otros
trastornos endocrinometabélicos
y la conduccion de vehiculos

Anamnesis y valoracion del
consumo de alcohol y problemas
relacionados con el alcohol

en los Centros Médicos

de Reconocimiento de
Conductores

Anamnesis y valoracion del

consumo de medicamentos

en los centros médicos de
reconocimiento de conductores.
.. Principios de la prescripcion
racional de medicamentos al

paciente conductorde vel -

linisterio del interior

= Direccion Gral. de Trdfico




K

LA SOMNOLENCIA, LA FATIGA Y LAS DISTRACCIONES
SON LA CAUSA DE UNO DE CADA TRES ACCIDENTES DE TRAFICO.

INTERRUMPE TU VIAJE, NO TU VIDA.

$1 ESTAS CANSADO ND CONDUZCAS l NO USES EL MOVIL AL VOLANTE
jr“ Diroeccron Gral de Trafico
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ATENCION A LOS MEDICAMENTOS | NO BEBAS ALCOHOL
T0 Si PUEDES EVITARLD.




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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Project Homepage - Microsoft Internet Explorer

Archivo  Edicidn  Wer Favoritos  Herramientas  Ayuda

@ Aras - () \ﬂ \ELI _;j /._" Blsqueda 1 Favoritos €4 [~ 7 B - _' by’ 3
Direccion !Q http ey, druid-project.eufcin_007 fsid_SE6ABEBAS 1669B483B820DFE 1CE 132966E/Druid/EMhomehomepage_node html?__nnn=true
M Euscar - &2 - gp- | B - €9 Marcadorest | % Corrector ortografico -+ 21 Traducr - | Autocompletar - & (& druid (& driving [G under [& the [& influen

Google | druid driving under £+

Homepage | Contact | Imprint | Sitemap

ID

About DRUID
The European Integrated

Work Packages welcome to DRUID Project DRUID is a part of

the 6th Framework
Programme. It brings

Deliverables List

Partner The Integrated Project DRUID (Driving under the Influence of together 36 institutes from
Drugs, Alcohol and Medicines) deals with the scourge of drink- 18 European countries.
driving and is going to find answers to questions concerning the Start: October 15th, 2006
use of drugs or medicines that affect people’s ability to drive Duration: 48 months

Search safely, DRUID will bring together the most experienced
organisations and researchers throughout Europe, involving mare

| Search than 20 European countries. The aim is to gain new insights to the

real degree of impairment caused by psychoactive drugs and their
actual impact on road safety. allin all this Integrated Project will
fill the gaps of knowledge and provide a solid base to generate
harmonised, EU-wide regulations for driving under the influence of
Internal Area alcohol, drugs and medicine.

’ DRUID General Meeting
' 2008: Members of the
Steering Committee in

front of the BASE

send

== European Cormmission

>> 6oth Framework
Programme

Copyright Federal Highway Research Institute - 2007 & Print Page [P Recormmend Page
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3 Druid-Project 4: Classification - Microsoft Internet Explorer

Archive  Edicidn Wer Favoritos  Herramientas  Ayuda

@Atrés > ﬂ |§| ,. /._" BUsqueda

Direccion —&‘} bt ffwnani. druid-project. eufnn_ 107544, Oruid /BN work -pack agesf4-classification/classification-node.hitm 7 __nnn=true
[4 ving under tv | #@Buscar -+ @ - &b | B+ % Marcadores~ "% Corrector ortografico - 2 Traduci ~ | Autocompletar - & [@ druid [@ driving [@& under [& the [& inf

5. Favoritos 4 ha =

Google | druid

Homepage | Contact | Imprint | Sitemap

About DRUID

Wark Packages Work Package 4 - Classification
1: Methodology

2: Epidemiology work Package-leader: Javier Alvarez, Universidad de valladolid, Spain
3: Enforcement 3 : . : : 7 i : F
o & large proportion of the population habitually drives while taking medicinal drugs (either in acute
+: Classification or chronic use). While medicinal drugs are naot the main factor to be considered when looking at
5: Rehabilitation the causes of road traffic accident, their importance is continually growing. In that way, the White
6: Withdrawal Paper "European Transpart Pplicy for 2010: ltime to decide" aims to rl’educe the accident mortality
) L rate by 50 % by 2010, To this end, the White Paper addresses the issue of "to combat the
ELIEEESEm inatiog scourge of drink-driving and find solutions to the issue of drugs and medicines".
Overview

The prescription of medicinal drugs is an everyday factor in clinical practice, and even though
safer and more effective medicinal drugs are being commercialized every day, some of them can
deteriorate psychomotor performance, which can affect a person’s ability to drive safely.

Deliverables List

Partner

The work package classification will have an output both for physicians/pharmacists and other
health professionals, as well as the patients taking these medicinal drugs, by two major actions:
Search cateqgorization of the medicinal drugs on driving ahility, and propose appropriate labelling systems
regarding medicinal drugs and driving.

Search This Work package has four chjectives:
send
1. To review of the existing i) classification/cateqarisation systems and i) labelling systems
regarding medicinal drugs and driving.
Internal Area 2, To propose and agree on the criteria and the methodology on the establishment of a
European iy classification/categarisation system and i labelling system of medicinal drugs
and driving.

3. To dewvelop of a methodology to continuously update the i) classification/categorisation
system and i) labelling system on medicinal drugs and driving.

4, To propose of a classification/categarisation system for the relevant therapeutic groups of
medicines available in the market.

Far the achievement of these objectives work package 4, has issued three research tasks.

Tasks 4.1, Review of existing classification efforts, will focus on the first cbjective. 4= a
background, this task will use the current Belgian, Spanish and French categorization systems on
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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).
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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 20009.
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MA European Medicines Agency
London, 14 December 2007 I

consultancy

PROPOSAL FOR A REVISION OF THE EUROPEAN COMMISSION GUIDELINE ON

Egn
SUMMARY OF PRODUCT CHARACTERISTICS W rI tl I l g O I l

This consultation applies to the proposed changes from Revision 1. These changes are highlighted in
the text. This revision mainly aims to reflect new requirements in relation to the paediatric regulation P

and to further clarify gnidance for some sections e.g. section 4.8 on undesirable effects,

COMMITTEE FOR MEDICINAL PRODUCTS FOR HUMAN USE (CHMP)

DRAFT

TRANSMISSION TO CHMP December 2007

ADOPTION BY CHMP FOR RELEASE FOR CONSULTATION 10 December 2007

END OF CONSULTATION ON PROFPOSED CHANGES

28 March 2008
(DEADLINE FOR COMMENTS) Mo 2%

Comments should be provided using this template and sent to MISecretarial @emea.europa.eu or by
Fax: +44 20 75 23 71 29, by 28 March 2008.
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T Westferry Circus, Canary Wharf, London, E14 4HE, UK
68400 Fax(44-20)7

E-mal mailf@emea suropa sy hitp e emea surap.
EEMEA 2007 Reproduction andfor distibution of th urment is authonsed for non commercial pumoses only provided the EMEA is acknowledged




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 situatons b, ¢ and d, special
warnings/precautions for use should be mentioned
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DRUID PROJECT — WP4

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.
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* Deliverable 4.3 will be available on month 45 (July 2010)
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AGREEMENT ON 4 CATEGORIES FOR
CATEGORIZATION ON MEDICINES AND DRIVING

— No or negligible influence

— Minor influence (category )

— Moderate influence (category II)
— Major influence (category lIl)

FOR THE LABELLING WE AGREE ON TREE
LEVELS
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Warning for patients <<with warning
symbols and standard descriptions per
country>>

[no warning needed]

Warning level |
Do not drive without having read the relevant
section on driving impairment in the leatlet.

Warning level 2

Do not drive without advice of a health care
professional. Read the relevant sections on
driving impairment in the leaflet before
consulting the physician or pharmacist

Warning level 3

Do not drive. Seek medical advice after a
period of treatment about the conditions to
restart driving again.




INFORMATION FOR EACH MEDICINE: FACT SHEET
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— 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:




TIME (h)
DAY
LORATADINE
SUBJECTS
REF

The instrumented test vehicle

has a camera for lateral position
meas urements. The camera is
equipped with two infrared lights,

to enable recording during the

night and dark weather circumstances.
Data (speed and lateral position) are
continuously recorded on ahoard
computer with a sampling rate of 2
Hz. The raw data is edited off-line to
remove datathat were disturbed

by extraneous events [e.q. overtaking
and traffic jams).

LATERAL
POSITION
{m)

The Standard Deviation of Lateral
Position (SDLP) is computed,
expressing the weaving of the car.
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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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” DRUID PROJECT - WP4

System organ
class

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

Nervous system

Somnolence, dizziness, drowsiness

disorders = Confusion - cognitive disorder- disorientation
= |nvoluntary movement disorders: ataxia, tremor, Parkinsonism, acute
dystonic (dyskinesia) and dyskinetic reactions (dystonia)
= Convulsions -seizures
Psychiatric =  Perception disturbances (hallucination, visual hallucination, auditory
disorders 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 = Vertigo
Labyrinth = Hearing loss
disorders = [Other: buzzing, tinnitus]
Metabolism and = Hypoglycaemia
nutrition
disorders
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NO3 ANTIEPILEPTICS

CATEGORY

LABELLING

NO3A Antiepileptics
NO3AA Bar_bitu_rates and
derivatives
Phenobarbital
NO3AA02 **** Oral administration ] [
**** Parenteral administration 1l 1]
NO3AA03 Primidone m M
No3ag | Hydantoin
derivatives
Phenytoin
NO3ABO02 **** Oral administration ] 1l
**** Parenteral administration ] 1]
NO3ABO5 Phenytoin Combinations 1 1]
NO3AD Suc_:cin?mide
derivatives
NO3ADO1 Ethoxusimide Il 1]
NO3AE Ber_120(_:iiazepine
derivatives
Clonazepam
NO3AEO1 **** Oral administration ] ]
**** Parenteral administration ] Il
NO3AF Car_box_amide
derivatives
NO3AFO01 Carbamazepine Il Il
NO3AF02 Oxcarbazepine Il Il
NO3AF03 Rufinamide Il 1]
no3aG | FAW acid
derivatives
Valproic acid
NO3AGO01 **** Oral administration ] ]
**** Parenteral administration 1l 1]
NO3AG04 Vigabatrin 1] 1]
NO4AGO06 Tiagabine Il 1]
Nogax | Other
antiepileptics
NO3AX09 Lamotrigine Il Il
NO3AX11 Topiramate Il Il
NO3AX12 Gabapentin Il 1]
NO3AX14 Levetiracetam Il 1]
NO3AX15 Zonisamide Il 1]
NO3AX16 Pregabalin Il Il
NO3AX18 Lacosamide Il 1]
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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----------mmmcmmeeeeo-
ATC B BLOOD AND BLOOD FORMING ORGANS-------—--—-mmemmem -
ATC C CARDIOVASCULAR SYSTEM-----=mm e
ATC G GENITO URINAY SYSTEM AND SEX HORMONES------------
ATC J ANTIINFECTIVES FOR SYSTEMIC USE-----------mmmmmmmmmmeeeee
ATC L ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS-
ATC M MUSCULO-SKELETAL SYSTEM---mmmmmm oo
ATC N NERVOUS SYSTEM---s-mmmmmmmmmmmmem oo
ATC S SENSORY ORGANS---mmm oo
ATC V VARIOUS e
Code Not yet aSSigNEt---m-mmm-mmmmmmm e

ONEPENNEPERPNAA®
N )
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™" DRUID PROJECT — WP4

Herbal preparations and general information for the patient:

NO5CM

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)

NO6A
Hiperico (hypericum perforatum)

N06DX02
Ginkgo (ginkgo biloba)
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AUSTRIA, RUMANIA A

DINAMARCA, ESTONIA, ISLANDIA' Y NORUEGA A

LETONIA, POLONIA A
ESLOVENIA A

FRANCIA
=N

(@) (o)
Soyez trés prudent
Ne pas conduire sans |'avis

LINA=VXYY d'un professionnel de santé

Attention, danger :
ne pas conduire
Ne pas conduire Pour la reprise de la conduite,
demandez I'avis d’un médecin

sans avoir lu la notice

Soyez prudent
[NIVEAU 1]
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Warning sign Country (year) Description

FRANCE (1999)

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

FRANCE (2005) [8]

'ﬁ 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]
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Driving: Please read the leaflet or package insert.
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