
Multicenter  Cl inical  Trial icenter  tr ial

Approximately  80  sites across the US

are working together  to  enrol l  about

160-300 part ic ipants  per  regimen,

depending on the regimen.  

3:1 Active Drug to Placebo Ratio

Part ic ipants have a  75% chance of

receiv ing act ive study drug,  and a  25%

chance of  receiv ing p lacebo dur ing the

36-week randomized control led tr ia l

(RCT) .

Active Treatment Extension (ATE). . . . .

Part ic ipants wi l l  cont inue into the ATE

for  their  regimen after  complet ing the

RCT.  Dur ing ATE,  a l l  part ic ipants know

that  they are  receiv ing the act ive

study drug.  The durat ion of  ATE may

vary  for  d ifferent  regimens.  Regimen
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A nat ionwide network of  research

centers in  the Northeast  ALS (NEALS)

Consort ium are partner ing with  the

Sean M.  Healey & AMG Center  to

conduct  th is  f i rst-of- its-k ind p latform

tr ia l  for  people  l iv ing with  ALS.  The

mission is  to  f ind answers as quickly

as possible  by  test ing mult ip le  study

drugs using a  shared p latform.  

HEALEY ALS
Platform Trial

Trial Highlights:

For  general  questions about  the

HEALEY ALS Platform Tr ia l ,

Contact the Patient Navigator

 healeyalsplatform@mgh.harvard.edu

833-425-8257 (HALT ALS)

View trial  detai ls  and

eligibi l ity  criteria  on

ClinicalTrials.gov:

https://b it . ly/4hhIGSg

Visit  the ‘Study Drugs’

webpage to learn

about each regimen:

h ttps :/ / b it . ly / 3 1 EKT98

https://bit.ly/4hhIGSg
https://bit.ly/31EKT98


What is  a  platform trial?

A  platform tr ia l  tests mult ip le

investigat ional  products in  d ifferent

part ic ipants using a  common master

protocol .  New investigat ional  products can

be added to  the p latform;  th is  means more

opportunit ies to  f ind groundbreaking

therapies in  a  faster  t imeframe.  

Frequently Asked Questions 

Investigat ional  products wi l l  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

Sign up for  the ALS Link

to receive research news

and updates via  email :

 https://b it . ly/3CqGbhb https://b it . ly/3DvkJTa

What is  meant by the term 'regimen'?

A regimen is  designed to  test  the safety  and

eff icacy of  one specif ic  investigat ional

product.  Part ic ipants in  the tr ia l  are  randomly

assigned to  a  regimen,  and then randomized

to act ive study drug or  p lacebo within  that

regimen.  

What is  Active Treatment Extension?

After  complet ing the 36-week randomized

control led tr ia l  (RCT) ,  the Active Treatment

Extension (ATE)  a l lows part ic ipants to  receive

the act ive drug for  the regimen to which they

were assigned.  The durat ion of  ATE may vary .

Why use a  platform trial  approach?

Platform tr ia ls  are  designed to  decrease

the t ime it  takes to  f ind effect ive

therapies,  reduce the number  of

part ic ipants on p lacebo,  and increase

access to  research by  conducting the

same tr ia l  at  mult ip le  locat ions.  The

HEALEY ALS Platform Tr ia l  wi l l  remain

active unt i l  safe and effect ive treatments

are found for  a l l  people  l iv ing with  ALS.

How are the investigational  products

chosen for  this  tr ial?

I nvestigat ional  products are  selected by a

team of  experts after  careful  review of  the

pharmaceutical  company and the science

behind the study drug.  Each investigat ional

product  is  bel ieved to  have an equal  chance

of  success for  a l l  forms of  ALS based on

avai lable  scient if ic  evidence.  

Register  to  attend

Platform Trial  Q&A

Webinars:

What phase is  this  cl inical  tr ial?

T he Platform Tr ia l  is  a  Phase 2/3 c l in ical

tr ia l ,  so  data from the tr ia l ,  i f  posit ive,

could  be used to  support  the approval  of    

a  new medicat ion.

View map and contact

info for  participating 

research centers:

h ttp s :/ / b it . ly / 3I I Cv9t

https://bit.ly/3CqGbhb
https://bit.ly/3CqGbhb
https://bit.ly/3DvkJTa
https://bit.ly/3IICv9t

