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1. Introduction

The objective to be reached upon completion of this proposal is the identification of blood-based biomarkers
correlated with ALS progression and rate of progression. We will relate symptomatic clinical outcome measures
from participants in our Precision Medicine Program to potential blood-based biomarkers by analyzing blood
samples collected quarterly from the same participants. Clinical outcome measures used will include: 1) monthly
self-assessed ALS-FRS-R measures, 2) accelerometer-based assessments of participant’s abilities to move their arms
and legs, and 3) Machine Learning (ML) assisted, quantified assessment of speech dysarthria.  Plasma samples will
be analyzed using the SomaLogic™SomaScan™proteomics platform. Data analysis will include Machine Learning
algorithms and Harvard University expert Dr. Michael Brenner.

2. Keywords

Acronyms and Abbreviations
ALS – amyotrophic lateral sclerosis
fALS – familial amyotrophic lateral sclerosis
iPSC – induced pluripotent stem cells
ML – Machine Learning
ALS-FRS-r – revised ALS functional rating scale
NF-L – neurofilament light chain
NF-H – neurofilament heavy chain IL-6 – interleukin 6

3. Accomplishments

Note – The recruiting and enrollment of participants was delayed approximately 6 months from the project
start date. We could only start recruiting in March 2022 because that was when we were able to obtain
permission from the HRPO.

Major Task 1 - HRPO Approval – obtained in March 2022. Completed.

Major Task 2 – Collect blood samples from a minimum of 50 people. In Progress.

60 people have been enrolled and are providing us with ALS disease progression data.

 Completed Blood Donations 
19      0 
23      1 
8      2 
10      3 

From those 60 participants we have collected – 

69 Blood collections 
483 completed ALS FRS forms*  
55 voice recordings* 
1130 completed surveys*  
74 week/accelerometer sessions* 
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Major Task 3 – Distribute samples to Somalogic for SomaScan Proteomics Analysis. We will not send 
blood samples to Somalogic until all samples have been collected. 

Major Task 4 – Analyze data to reveal blood-based proteomic markers correlated with indicators of ALS 
disease progression. Not started. 

*please see Appendices section for data collected to date

4. Impact – Nothing to report.

5. Changes/Problems – We have received a 12 month no-cost extension (NCE).

6. Products – Nothing to report.

7. Participants & Other Collaborating Organizations – Current Period

Name Role 

Nearest 
Person 
Month 

Worked Contribution to the Project 
Fernando 

Vieira 
PI 1.0 Supervised 

Beth Levine 
Research 
Associate 

1.0 Secured Regulatory Approval 

Alan Premasiri 
Research 
Associate 

3.0 
Enrolled Participants. Arranged 

Collection of Blood Samples. 

Josh Berman 
Research 
Associate 

3.0 Processed Blood Samples 

Cumulative 

Name Role 

Nearest 
Person 
Month 

Worked Contribution to the Project 
Fernando 

Vieira 
PI 1.5 Supervised 

Beth Levine 
Research 
Associate 

1.5 Secured Regulatory Approval 

Alan Premasiri 
Research 
Associate 

4.5 
Enrolled Participants. Arranged 

Collection of Blood Samples. 

Josh Berman 
Research 
Associate 

4.5 Processed Blood Samples 
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8. Special Reporting Requirements

9. Appendices

Your ALS Experience Survey Results (as an example of Survey data we are collecting)
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 ALS FRS Scores Since Enrollment in Proteomics Protocol 
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Total ALS FRS Scores – Scores vs Days Since Enrollment in Proteomics Protocol 
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Voice Recording – Machine Learning (ML) assisted, quantified assessment of speech dysarthria 



15 

Voice Recording – Scores vs Days Since Enrollment in Proteomics Protocol 


