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NEALS Clinical Trial Database

Data Entry Form v.2.0
Instructions:

· Please fill out the attached form on your ALS or motor neuron disease study/trial. Only include information that is IRB approved. Content should match the intent of the clinicaltrials.gov trial listing, if you have one. 
· All information marked with an asterisk*is required information.
· Attach a list of site contact information, including site addresses. This is crucial to our zip code search function. 

· Return form and site contact information to:
Devon Punch 
Communications and Outreach Coordinator 

dpunch@partners.org
1. BASIC STUDY INFORMATION

Full Study Name*:      
Funding Source*:      
Study Chair(s)/Principal Investigator(s)*: 
Name, credentials (institution)
     ,         (     ) 

     ,         (     ) 

     ,         (     ) 

Clinicaltrials.gov ID (11 digit #)*:      

Other Study ID:      
NEALS Affiliated*? 
A trial is considered “NEALS affiliated” if it uses all or part of the NEALS trial network, including NEALS sites, project management, data management, systems, monitoring, or outcomes. 
 FORMCHECKBOX 

Yes


 FORMCHECKBOX 
 No

Study Focus: 
One line summary of trial. example: “The purpose of this study is to evaluate the safety and effectiveness of creatine and tamoxifen in volunteers with ALS”.
     
Disease* (select all that apply):

 
 FORMCHECKBOX 
 Amyotrophic Lateral Sclerosis (ALS):



 FORMCHECKBOX 
 Sporadic ALS 



 FORMCHECKBOX 
 Familial ALS 

 
 FORMCHECKBOX 
 Primary Lateral Sclerosis (PLS)





 FORMCHECKBOX 
 Hereditary Spastic Paraplegia (HSP)




 FORMCHECKBOX 
 Healthy Volunteer

 FORMCHECKBOX 
 Healthy Volunteer with a Family History of ALS

 FORMCHECKBOX 
 Other:           
Study Category (select all that apply):
 FORMCHECKBOX 
All
 

 FORMCHECKBOX 
Drug trial
 FORMCHECKBOX 
Stem cell trial
 FORMCHECKBOX 
Nutrition
Biomarkers/imaging 

 FORMCHECKBOX 
Gene Therapy

 FORMCHECKBOX 
Epidemiology (risk factor)
 FORMCHECKBOX 
Device



 FORMCHECKBOX 
Other:      
Study Status* (choose one):

 FORMCHECKBOX 
Active, Not yet recruiting

 FORMCHECKBOX 
Active, Currently Recruiting

 FORMCHECKBOX 
Active, Recruiting healthy subjects only

 FORMCHECKBOX 
Active, No Longer recruiting

 FORMCHECKBOX 
Closed

Phase* (choose one):

 FORMCHECKBOX 
Phase 0

 FORMCHECKBOX 
Phase I

 FORMCHECKBOX 
Phase II

 FORMCHECKBOX 
Phase III

 FORMCHECKBOX 
Phase IV

 FORMCHECKBOX 
Not Applicable

Type* (choose one):

 FORMCHECKBOX 
Interventional Trial:
 FORMCHECKBOX 
Trial with active agents/drugs only
 FORMCHECKBOX 
Trial with active agents/drugs & a placebo

 FORMCHECKBOX 
Observational Studies

Keywords*:      
Words that someone might use to search for your study. See Breen Power for help if needed. 
Full Study Summary*:      
Participant Duration:      
What is the participant commitment? Include total time enrolled in study, follow-up, time spent in appointments, travel requirements. 
# of Subjects*: 
     
Enrollment Start Date (Date field): 
     

Enrollment End Date (Date field): 
     
Posting Last Modified(Date field): 
     


More information:      
Optional. Enter Any basic information not captured above.
2. ELIDGIBILITY CRITERIA

 Gender*: 
 FORMCHECKBOX 
Male



 FORMCHECKBOX 
Female



 FORMCHECKBOX 
Both

Age*:  

 



Min:      
Max:      





Leave blank if no max. 
Vital Capacity (% predicted normal): 


 FORMCHECKBOX 
 Min:      

 FORMCHECKBOX 
Not Applicable

Additional vital capacity requirements: 
     



Disease Onset:

 FORMCHECKBOX 
Time since Symptom Onset:


 FORMCHECKBOX 
Less than 12 months

 FORMCHECKBOX 
Less than 18 months
 FORMCHECKBOX 
Less than 24 months
 FORMCHECKBOX 
Less than 36 months

 FORMCHECKBOX 
More than 36 months

 FORMCHECKBOX 
Not applicable

 FORMCHECKBOX 
Time since Diagnosis 

 FORMCHECKBOX 
Less than 12 months

 FORMCHECKBOX 
Less than 18 months
 FORMCHECKBOX 
Less than 24 months
 FORMCHECKBOX 
Less than 36 months

 FORMCHECKBOX 
More than 36 months

 FORMCHECKBOX 
Not applicable

Can participants use Riluzole* (Choose one)

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
Riluzole use required by protocol

Other Eligibility Criteria:      
3. CONTACT INFORMATION

Trial Coordinating Center:

Contact Name*:      
Contact E-mail*:      
Phone*: (     )       

Site Name*:       
Address*:      
Adress2:      
City*:       State/Provence*:       Zip code*:       
Country*:      

*Please attach site list containing the following required information for each site.
Site Name*
Address*

City*, State/Provence*

 Zip code* 

Country*

Contact Name*
Contact E-mail*

Phone number*
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