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Il Programma di Ricerca sulla malattia di Huntington:

Laquinimod (phII)
Pridopidine (phIII)

Disponibile negli Stati Uniti:



|	CONFIDENTIAL5

Laquinimod: immunomodulatory treatment for HD
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Pridopidine

Sigma-1	receptor activation

ER	stress suppression ↑	BDNF signaling↑	Spine density

Neuroprotection
Delay	in	functional decline

Pridopidina: meccanismo d’azione
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PRIDE-HD	study	design
A	Phase	2	study	in	HD	patients
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Double-blind
primary study phase

• Male	or	female	age	≥21	
years,	with	an	onset	of	
HD	after	18	years’	old
– HD	based	on	clinical	
features	and	≥36	CAG	
repeats

– UHDRS-TMS	≥	25
– UHDRS-IS	≤	90%
– Body	weight	≥50	kg

• Antipsychotics,	
antidepressant	or	other	
psychotropic	medications	
permitted

Screening

Pridopidine
45 mg bid daily

67.5 mg bid daily
90 mg bid daily

112.5 mg bid daily

Placebo

R
an

do
m

iz
at

io
n 

(1
:1

:1
:1

)

Follow-up

2 weeks
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Primary endpoint: 
UHDRS-TMS 

UHDRS-mPPT
UHDRS-TFC

Other functional, 
behavioral, and 
global measures

UHDRS-TMS,
UHDRS-mPPT,
UHDRS-TFC

other exploratory 
functional, 

behavioral, and 
global measures

26 weeks

Double-blind
2nd study phase
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Open	PRIDE-HD

The	present	clinical	study	is	planned	as	an	open-label	extension	of	PRIDE-HD	study,	in	order	
to	collect	and	assess	long	term	data	on	the	safety,	tolerability,	and	efficacy	of	Pridopidine	in	

patients	with	Huntington's	disease	(HD).

• Evaluate safety and tolerability of 
Pridopidine in patients with HD

Primary	
Objective

• Asses the effects of long-term, open-label 
dosing with Pridopidine on motor symptom 
severity, overall patient function, physical 
performance, and health-related quality of 
life in patients with HD

Secondary	
Objectives
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La	tecnologia a	supporto dei prossimi trial	clinici
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Lo	sviluppo	di	pridopidina guidato	dai	bisogni	dei	pazienti
– Come	emerso	da	un’intervista	ai	pazienti	e	ai	caregiver,	condotta	a	Settembre	del	2015	dall’FDA,	in	
preparazione	ad	un	incontro	focalizzato	sullo	sviluppo	di	nuovi	farmaci,	un	trattamento	che	possa	
ritardare	il	declino	funzionale,	potrebbe	avere	un	profondo	impatto	sulla	vita	dei	pazienti.

– I	risultati	dello	studio	PRIDE-HD	suggeriscono	che	il	trattamento	con	pridopidina nei	pazienti	HD	
nella	fase	iniziale,	possa	avere	un	impatto	positivo	sulla	Total	Functional Capacity (TFC).

– L’	HD-Cope si	è	fatta	portavoce	con	l’FDA	della	necessità	di	iniziare	immediatamente	studi	clinici	
con	la	TFC	come	endpoint primario.

– Teva	sta	lavorando	con	FDA,	EMA	e	Associazioni	Pazienti	per	disegnare	e	implementare	lo	studio	di	
fase	III.
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UHDRS	Total	Functional	Capacity	is	the	most	widely	
accepted	tool	for	assessing	disease	progression	in	HD

– A	well	established	endpoint	for	trials	aiming	to	slow	
rate	of	functional	decline	

– Range:	0-13
– Floor	and	ceiling	effects	make	this	more	sensitive	to	
change	in	early	HD,	than	late	HD

Shoulson et	al.	Neurology	1981
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La	nostra	priorità è	trattare tutti i bisogni dei pazienti

HD	patient	

Austedo
Total	

Maximal	
Chorea	
Score

Laquinimod	HD
Total	Motor	

Score

Pridopidine
Total	

Functional	
Capacity



Grazie!


