
Regi men E  i s  enrol l i ng

approxi matel y  160  part i c i pants to

eval uate the safety  and eff i cacy

of  trehal ose as a  potenti a l

treatment for  ALS.  

3 :1  Active Drug to Placebo Ratio:

Part i c i pants who enrol l  i n  the tr i a l

have a  3  i n  4  chance of  bei ng

assi gned to  the act i ve treatment

group and a  1  i n  4  chance of  bei ng

assi gned to  the p l acebo group.  

Open Label  Extension (OLE):

Upon compl et i on of  the 24 -week

tr i a l ,  part i c i pants wi l l  have the

opti on to  enrol l  i n  the OLE for

trehal ose.  Dur i ng OLE,  a l l

part i c i pants wi l l  recei ve act i ve

study drug.  

Regimen E  is  test ing the

investigat ional  product  SLS-005

(trehalose) .  The investigat ional

products included in  the HEALEY

ALS Platform Tr ia l  were selected

by a  team of  experts after

careful  review of  the science

support ing the potentia l  of  the

product  for  ALS.  

P lease d iscuss the potentia l

benefits  and r isks of  th is

investigat ional  product  with

your  study physic ian.

Regimen E
SLS-005 (trehalose) 

Developed by Seelos Therapeutics 

HEALEY ALS
Platform Trial

 

About Regimen E:

For  general  qu estion s about  the
HEALEY ALS Platform Tr ia l ,

Contact the Patient  Navigator

 healeyalsplatform@mgh.harvard.edu
 

833 -425 -8257  (HALT ALS)

 
Visit  our  website 

to learn more about
what to expect in
the tr ial  process:

 
 

To see if  you may

qualify,  please

review the l ist  of

el igibi l ity  criteria:

h t t p s : / / b i t . l y /3E x R a l8

https://b it . ly/30cty nm

https://bit.ly/3ExRal8
https://bit.ly/30ctynm


Q: How is  this  drug administered?

A:  Trehalose is  administered as weekly

intravenous ( IV)  infusions.  The f i rst  four

infusions must be completed in-person at

the study center ,  but  there may be the

option to  transit ion to  at-home infusions

start ing after  week 4  of  the study.  

Q: What does this  drug do?

A:  Trehalose is  a  natural ly  occurr ing low

molecular  weight  d isacchar ide (sugar) .

When administered through IV,  trehalose

crosses the b lood-brain  barr ier ,  stabi l izes

proteins and,  important ly ,  act ivates

autophagy,  which is  the process that  c lears

mater ia l  f rom cel ls .  Trehalose may delay

the progression of  ALS by reducing mutant

protein  aggregation and improving the

clearance of  toxic  mater ia ls  from motor

neurons.

Q: Has this  drug been studied before?

A:  Yes.  In  previous studies using cel l  and

mouse models  of  ALS,  trehalose was shown

to increase the c learance of  TDP-43

(help ing cel ls  remove toxic  proteins) ,

decrease SOD1  and SQSM1 /p62  aggregation

(help ing cel ls  prevent  the accumulat ion of

toxic  proteins) ,  delay  d isease progression,

and preserve motor  neurons in  the spinal

cord.  In  pr ior  Phase I I  t r ia ls  involv ing

patients with  Oculopharyngeal  Muscular

Dystrophy and Spinocerebel lar  Ataxia  Type

3 ,  t rehalose showed a  favorable  safety

prof i le .  The HEALEY ALS Platform Tr ia l  is  the

f i rst  tr ia l  studying trehalose in  pat ients

with ALS.  

Additional  questions?

Q&A for Regimen E: 

More investigat ional  products are  ant ic ipated to  be added to  the HEALEY ALS Platform

Tr ia l  through support  by  pharma,  foundation partners,  phi lanthropy,  federal ,  and other

fundrais ing in it iat ives.  

Stay Connected to the Platform Trial

View map and contact

info for  participating 

research centers:

Visit  our  website to 

learn more about current

and future regimens:

Sign up for  the ALS Link

to hear  about ALS news

and research:  

 Register  to  attend the Weekly

Platform Tr ia l  Q&A Webinars:

h t t p s : / / b i t . l y /31E K T98 h ttps ://b it . ly /3 I ICv9t https://b it . ly/3EH2eMT

https://b it . ly/3Dvk J T a

https://bit.ly/31EKT98
https://bit.ly/3IICv9t
https://bit.ly/3EH2eMT
https://bit.ly/3DvkJTa

