
R

 

 

Bar
(AIM
Euro
trea
 
Foll
Den
the 
clos
Sati
and
Irela
 
“For
Sati
inno
spe
pati
 
The
cou
also
nati
auth
pric
201
 
Dr S
auth
Sati
prov
has
look
pati
 
In E
Ger

Sative
Recomm

Sativex® i
Launches 
Republic  
 
Recomme
Ireland, L
Slovakia. L

rcelona, Sp
M:GWP) an
opean Mutu

atment of sp

owing prev
nmark Swed
availability 

sed succes
ivex® meets

d in which S
and, Luxem

r Almirall, t
ivex® repre
ovative med

ecifically ind
ients” said B

e next step 
ntry to fina

o to agree 
onal step, 
horisation. 

cing and re
2 onwards.

Stephen W
horities in 
ivex® for ap
vides furthe

s an importa
k forward to
ients across

Europe, Sat
rmany, and 

  

ex® Mutu
mendation

s already 
currently 

ndation fo
Luxembour
Launches e

pain; Porto
d Almirall S
ual Recogn
pasticity due

vious positiv
den, Austria
of Sativex®

ssfully with 
s their requ
Sativex® is 

mbourg, the 

the success
sents very 
dicine to M

dicated for 
Bertil Lindm

in the regu
alise local w
any other c

each cou
Launch tim
imburseme
 

right, GW’s
a total of 

pproval. The
er endorsem
ant role in m
o working w
s Europe.” 

tivex® is ap
Denmark. I

 

ual Recog
n for App

available 
in prepar

r approval
rg, the Ne
expected fr

on Down, 
S.A. (ALM) t
ition Proced

e to Multiple

ve regulator
a, Czech Re
® to ten add
regulatory 

uirements fo
expected t

Netherland

sful comple
good news

MS patients
the treatme

mark, Chief S

ulatory proc
wording on 
country-spe
untry is th

ming in thes
nt procedu

s R&D Direc
f eighteen 
e successfu
ment of the 
meeting the
with our par

pproved and
In addition t

 

 
 

gnition P
proval in

 
in the UK

ration in I

l now rece
etherlands
rom the en

 
UK; 8th M

today annou
dure (MRP)
e Sclerosis

ry submissio
epublic, a M
ditional Eur
authorities

or approval
to be appro
s, Norway, 

etion of this
s and reinfo
s across Eu
ent of spas
Scientific O

cess involve
product pa

ecific requir
hen expect
se ten new
ures. Launc

ctor, said, “
European 

ul outcome o
quality, saf

e needs of p
rtners Almir

d marketed
to the ten n

Procedur
n Ten Eu

K, Spain, G
taly, Swed

eived in Be
, Norway,

nd of 2012 o

May 2012: 
unce the su
) for Sativex
(MS).  

ons in the U
MRP applica
ropean cou

s in all ten 
l. The coun
oved are: B
Poland, Po

s second M
orces our c
urope. Sativ
sticity, and 
fficer at Alm

es separate
ackaging an
rements. Fo
ted to issu

w countries 
ches are an

“Today’s ne
countries 

of this most
fety and effi
people with 
rall to make

d for MS sp
ew Europea

     

re Close
ropean C

Germany a
den, Austr

elgium, Fin
Poland, 

onwards 

GW Pharm
uccessful co
x® oromuco

UK, Spain, 
ation was m
ntries. The 
countries 

ntries involv
Belgium, Fi
ortugal and 

RP regulato
ommitment 
vex® is the
related sym

mirall. 

e national p
nd related d
ollowing co
ue a natio
is depende

nticipated fr

ews means 
have now 
t recent reg
icacy of Sa
Multiple Sc

e the medic

pasticity in 
an markets 

s with 
Countrie

and Denm
ria and Cz

nland, Icela
Portugal 

maceuticals
ompletion o
osal spray in

Germany, I
made to exp
e MRP has 

confirming 
ved in the M
inland, Icel
Slovakia.  

tory process
t to expand
e first treatm
mptoms, in

phases in e
documents 
mpletion of
onal marke
ent on nati
rom the en

s that regula
recommen

gulatory proc
tivex®. Sati
clerosis and

cine availab

the UK, Sp
included in

s  

mark. 
zech 

and, 
and 

s plc 
f the 

n the 

Italy, 
pand 
now 
that 

MRP 
and, 

s for 
d this 
ment 
 MS 

each 
and 

f the 
eting 
ional 

nd of 

atory 
nded 
cess 
vex® 
d we 
le to 

pain, 
n this 



MRP, launches are also currently being planned in Sweden, Italy, Austria and the 
Czech Republic.  
 
In addition to MS spasticity, Sativex®, which has been developed by GW 
Pharmaceuticals, is also in phase III clinical development for the treatment of cancer 
pain. Almirall holds the marketing rights to this medicine in Europe (except the United 
Kingdom) and Mexico. 

 
Enquiries: 
 
Almirall PR: Fiona Gildea 
fiona.gildea@emanatepr.com  
 

+44 (0)20 7611 3881

GW Pharmaceuticals plc (Today) + 44 20 7831 3113
Dr Geoffrey Guy, Chairman (Thereafter) + 44 1980 557000
Justin Gover, Managing Director 
 
GW PR: Financial Dynamics + 44 20 7831 3113
Ben Atwell / John Dineen 
 
GW Nominated Adviser: Peel Hunt LLP  +44 (0)20 7418 8900 
James Steel / Vijay Barathan 
 
Notes to Editors 
 
Sativex® 
Sativex® is an endocannabinoid modulator made of two actives - THC (delta-9-
tetrahydrocannabinol) and CBD (cannabidiol)-, which was developed and is manufactured by 
GW Pharmaceuticals plc, UK., Almirall holds marketing rights in Europe (except United 
Kingdom) and Mexico. 
 
Sativex® is indicated as a treatment for patients with moderate to severe spasticity due to 
multiple sclerosis (MS) who have not adequately responded to other anti-spasticity 
medications and who have demonstrated a clinically significant improvement in symptoms 
related to spasticity during an initial treatment testing periodi. Sativex® is effective in all types 
of MS, independently of the disability status (as per Expanded Disability Status Scale -EDSS-, 
a rating system that is frequently used for classifying and standardizing the condition of 
people with multiple sclerosis).ii 
 
Sativex® contains active ingredients known as ‘cannabinoids’ which are extracted from the 
plant C. Sativa grown and processed under strictly controlled conditions. Cannabinoids react 
with cannabinoid receptors that exist naturally throughout our body, including the brain.iii A 
receptor is a site located in a brain cell in which certain substances can stick or “bind” for a 
while. If this happens, this binding has an effect on the cell and the nerve impulses it 
produces, causing a ‘dimming-down’ of the spasticity symptom. In patients who respond to 
Sativex®, this is the effect that improves their spasticity symptoms and helps them cope with 
their daily activities.iv 
 
This medicine is also in Phase III clinical development as a treatment for cancer pain. 
 
Spasticity 
In the five main EU markets there are around 500,000 people suffering from MS v. Spasticity 
is a symptom defined by patients and carers as muscle spasms, seizing-up, stiffness and/or 
difficulty in moving muscles and it is one of the most common symptoms of MS, occurring in 
up to 75% of MS sufferers in the course of the disease. Spasticity can affect many aspects of 
the daily lives of patients with MS and is one of the main factors contributing to their distress 
and disability.vi 

 



About Almirall 
Almirall is an international pharmaceutical company based on innovation and committed to 
health. Headquartered in Barcelona, Spain, it researches, develops, manufactures and 
commercialises its own R&D and licensed drugs with the aim of improving people’s health 
and wellbeing. Almirall focuses its research resources on therapeutic areas related to the 
treatment of asthma, COPD (Chronic Obstructive Pulmonary Disease), rheumatoid arthritis, 
multiple sclerosis, psoriasis and other dermatological conditions.  
 
Almirall’s products are currently present in over 70 countries while it has direct presence in 
Europe and Latin America through 12 affiliates.  
 
For further information please visit the website at: www.almirall.com 
 
About GW Pharmaceuticals 
GW Pharmaceuticals plc (AIM:GWP) was founded in 1998 and is listed on the AiM, a market 
of the London Stock Exchange. Operating under licence from the UK Home Office, the 
company researches and develops cannabinoid pharmaceutical products for patients who 
suffer from a range of serious ailments, in particular MS and cancer pain. GW has assembled 
a large in-house scientific team with expertise in cannabinoid science as well as experience in 
the development of both plant based prescription pharmaceutical products and medicines 
containing controlled substances. GW occupies a world leading position in cannabinoids and 
has developed an extensive international network of the most prominent scientists in the field.  
 
For further information, please visit www.gwpharm.com 
 
 
This news release may contain forward-looking statements that reflect GWs current 
expectations regarding future events, including development and regulatory clearance of the 
GW’s products.  Forward-looking statements involve risks and uncertainties. Actual events 
could differ materially from those projected herein and depend on a number of factors, 
including (inter alia), the success of the GW’s research strategies, the applicability of the 
discoveries made therein, the successful and timely completion of uncertainties related to the 
regulatory process, and the acceptance of Sativex® and other products by consumer and 
medical professionals. 
 
                                                 
i Patient leaflet 
 
ii A randomized, double-blind, placebo-controlled, parallel-group, enriched-design study of nabiximols 
(Sativex®), as add-on therapy, in subjects with refractory spasticity caused by multiple sclerosis - 
Novotna A. et al, European Journal of Neurology 2011 – Sept ; 18(9):1122-31. 
 
iii GW Pharmaceuticals: Cannabinoid Science: Mechanism of action. Available at. 

http://www.gwpharm.com/mechanism-of-action.aspx (latest access: 26/04/2012). 
 
iv GW Pharmaceuticals: Cannabinoid Science: Cannabinoid Compounds. Available at 

http://www.gwpharm.com/types-compounds.aspx (Last accessed: 26/04/12). 
 
v Multiple Sclerosis International Federation: European map of ms database. ©2010 EMSP, MSIF. 

Available at: www.europeanmapofms.org (latest access: 11/08/2010). Top five EU countries include: 
France, Germany, Italy, Spain and UK. 

 
vi Rizzo MA et al.  Prevalence and treatment of spasticity reported by multiple sclerosis patients.  Mult 

Scler 2004;10:589–595. 


