   [image: image1.jpg]NEALS

Northeast Amyotrophic Lateral Sclerosis Consortium




                                             [image: image2.jpg]


       


NEALS and NCTU SAMPLE REPOSITORY REQUEST

Name:      
Position:       
Institution:       

Shipping Address:        



               




              
               

Telephone:              

Fax:              



Email:       

What samples would you like? Please see the Request Form Instructions & Descriptions.  Check all that apply.
 FORMCHECKBOX 
 Plasma                                 FORMCHECKBOX 
 Serum                               FORMCHECKBOX 
 Cerebrospinal Fluid (CSF) 


 
 FORMCHECKBOX 
 Extracted DNA                   FORMCHECKBOX 
  Whole Blood  
Please specify the minimum volume of sample needed per subject. Please note that you are asked to provide a volume justification for the volume(s) indicated below in the Experimental Plan.
      Plasma                           Serum                              Cerebrospinal Fluid (CSF) 

      Extracted DNA             Whole Blood  
Please specify the type and number of samples needed.

      ALS Subjects               Healthy Subjects             Disease Control Subjects  

Are you are NEALS Member?       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Is there a specific study that you would like the samples from?       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

NEALS Studies.  Please check all that apply.  Descriptions of these studies are found in separate document.

 FORMCHECKBOX 
 A Clinical Trial of Topiramate in ALS           
 FORMCHECKBOX 
 A Clinical Trial of Celebrex in Subjects with ALS          

 FORMCHECKBOX 
 A Clinical Trial of Coenzyme Q10 in Patients with Amyotrophic Lateral Sclerosis          

 FORMCHECKBOX 
 A Multicenter, Dose-Ranging, Safety & Pharmacokinetics Study of Arimoclomol in ALS – Phase IIa


 FORMCHECKBOX 
 A Multicenter Study for the Validation of ALS Biomarkers
NCTU Studies.  Please check all that apply.  Descriptions of these studies are found in separate document.

 FORMCHECKBOX 
 Determination of Biological Markers in Cerebrospinal Fluid of Subjects with Amyotrophic Lateral Sclerosis 

 FORMCHECKBOX 
 Determinants of Disease Severity in Amyotrophic Lateral Sclerosis
 FORMCHECKBOX 
 Application of a product enhanced reverse transcriptase (PERT) assay to search for evidence of retroviral involvement in amyotrophic lateral sclerosis (ALS) 

 FORMCHECKBOX 
 Metabolomic Signatures in Amyotrophic Lateral Sclerosis

 FORMCHECKBOX 
 Identification of Diagnostic Biomarkers and Therapeutic Targets for Amyotrophic Lateral Sclerosis 

 FORMCHECKBOX 
 Validation of ALS Metabolomic Biomarkers and Development of ALS Diagnostics

 FORMCHECKBOX 
 Clinical Trial of Ceftriaxone in Subjects with ALS      

 FORMCHECKBOX 
 ALS Sample Repository
Are there any specific requirements for the samples (e.g. time of collection, not taking riluzole, etc) or clinical data (e.g. ALSFRS-R, site of symptom onset, etc)?   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If yes, please list the specific requirements:

     
Experimental Plan

Please provide a brief explanation of your proposed use of the samples.  This should include rationale, preliminary data/evidence of feasibility, and outline of experimental approach, and justification of sample size and volume.  Please limit explanation to no more than two pages.
     
Name of assay and brief description of assay method:      
How many replicate assays were performed:      
Typical batch size of assay:      
What is the Coefficient of Variation of quality control samples for this assay:      
Does assay work on EDTA plasma (if applicable):  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If Y, has the lab tested the assay on EDTA plasma:  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Does assay work on sodium heparin plasma (if applicable):  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
If Y, has the lab tested the assay on sodium heparin plasma:  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
Name of analyzing lab (if applicable):      
Name of lab contact person:      
Phone number:      
Email address:      
Ideally, what date would you like the samples to be shipped?       

What is the latest possible date that you can receive the samples?       

Relevance to ALS

How will the results of your proposed study contribute to advancements in ALS research?

     
What will the results from this study contribute to future studies in the ALS field?

     
How will you interpret your data once your study is complete?
     
Funding Information

Potential sample approval is based on the applicant’s demonstration of funding available for the proposed project and dependant on the number of samples in the sample repository at the time of the sample request. Please attach all relevant funding information.
Do you currently have funding for this project?  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

The following questions will help us determine what type of sample transfer agreement to utilize.
Will you be receiving compensation of any kind that has a value in excess of what it will cost to prepare,  

          collect, and ship the specimens/patient data?       FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

Is the recipient scientist planning to use the specimens/patient data in connection with research supported by industry (if you do not know, you will need to find out from the collaborator)?   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

Should your application be approved, the Sample Repository Committee requires that you provide a detailed summary statement to the Committee within 6 months of receiving the samples. This progress report must detail how the samples have been used, any resulting data from the study, and list any publications that have occurred as a result of the study. 
Please attach an NIH biosketch to this application and submit to:

NEALS Program Manager

MGH East
Building 149, RM 2274
13th Street

Charlestown, MA  02129

mghneuroclinicaltrialsunit@partners.org
cc: tlincoln@partners.org
(f) 617-724-7290
	FOR INTERNAL USE ONLY

Date Request Received: ________________________  Date of Review: ______________________

Is NCTU Sample Repository Review Required?     FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No       

NCTU Reviewer: _______________________________       

Is NEALS Sample Repository Review Required?   FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No       

NEALS Reviewer: ______________________________           

 FORMCHECKBOX 
 Approved    FORMCHECKBOX 
 Denied                        Reason for Denial:

 __________________________________________________________________________________

Date of Approval/Denial Notification to Requestor:  _________________________

Samples Shipped Date:  _______________________

Samples Received in Proper Condition:  FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

Notes or Comments:

___________________________________________________________________________________

___________________________________________________________________________________



	Approval Signature: __________________________________     Date:________________________


NEALS and NCTU Sample Repository Request Form 
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