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1 Preamble 

The purpose of this document is to provide the annotated view of the HDClarity 4.0 eCRF (electronic 

Case Report Form). The annotated view shows all forms, variables and its variable names used within 

the study. The forms and variables are described in detail within the CRF requirements [2] and data 

dictionary [3] of the study. 
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2 Visit Form Schedule 

Forms are CRF entry screens that are displayed to data entry personnel and show how data is entered in the eCRF. The visit form schedule defines the 

assignment of forms to visit types:  

eCRF Form 
Screening 

Y0 

Screening 

Y1-Y3 

(Partial) Sampling 

Y0-Y3 

(Partial) Repeat Sampling 

Y0 

Phone Contact 

Y0-Y3 

Repeat Phone Contact 

Y0-Y3 
Events End 

Enrollment 

(Enrollment into 

HDClarity) 

✓        

Eligibility Check 

(Eligibility Check) 
 ✓ ✓ ✓     

Safety Lab Exam 

(Safety Laboratory 

Examination) 

✓ ✓       

Checklist (Visit 

Checklist) 
✓ ✓ ✓ ✓     

Motor (UHDRS® 

Motor/Diagnostic 

Confidence) 

  ✓ ✓     

CSF (CSF Collection)   (✓) (✓)     

CSF Quality (CSF 

Quality) 
  (✓) (✓)     
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eCRF Form 
Screening 

Y0 

Screening 

Y1-Y3 

(Partial) Sampling 

Y0-Y3 

(Partial) Repeat Sampling 

Y0 

Phone Contact 

Y0-Y3 

Repeat Phone Contact 

Y0-Y3 
Events End 

Blood Processing 

(Blood Processing) 
  (✓) (✓)     

Phone Contact 

(Phone Contact 

Sampling) 

    ✓ ✓   

AE Log (Adverse 

Event Log) 
      ✓  

SAE (Serious 

Adverse Event) 
      (✓)  

End (Premature 

End) 
       ✓ 

Monitoring SCR 

(Monitoring 

Screening Visit) 

✓ ✓       

Monitoring SPL 

(Monitoring 

Sampling Visit) 

  ✓ ✓     

Monitoring (S)AE 

(Monitoring Serious 

and Adverse 

Events) 

      ✓  
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eCRF Form 
Screening 

Y0 

Screening 

Y1-Y3 

(Partial) Sampling 

Y0-Y3 

(Partial) Repeat Sampling 

Y0 

Phone Contact 

Y0-Y3 

Repeat Phone Contact 

Y0-Y3 
Events End 

Monitoring Event 

(Monitoring Event 

Form) 

✓ ✓ ✓ ✓ ✓ ✓ ✓  

Table 1: Visit Form Schedule 

Note: Forms represented in brackets are either optional or supplemental. 
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3 eCRF Forms 

3.1 Enrollment (Enrollment into HDClarity) 
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3.2 Eligibility Check (Eligibility Check Screening Y1-Y3) 
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3.3 Eligibility Check (Eligibility Check Sampling Y0-Y3/Repeat Sampling Y0) 
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3.4 Safety Lab Exam (Safety Laboratory Examination) 
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3.5 Checklist (Visit Checklist) 
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3.6 Motor (UHDRS® Motor/Diagnostic Confidence) 
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3.7 CSF (CSF Collection) 
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3.8 CSF Quality (CSF Quality) 
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3.9 Blood Processing (Blood Processing) 
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3.10 Phone Contact (Phone Contact Sampling) 
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3.11 AE Log (Adverse Event Log) 
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3.12 SAE (Serious Adverse Event) 
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3.13 End (Premature End) 
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4 Monitoring Report Forms 

4.1 Monitoring SCR (Monitoring Screening Visit) 
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4.2 Monitoring SPL (Monitoring Sampling Visit) 
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4.3 Monitoring (S)AE (Monitoring Serious and Adverse Events) 
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5 Monitoring Event Forms 

5.1 Monitoring Event (Monitoring Event Form) 
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