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Request for the Creation of a Specimen Repository
Complete this form if you wish to establish a human biological materials repository.  A repository is a storage site or mechanism by which human tissue, blood, or genetic materials are stored/archived for future research projects.  This form should be used in conjunction with SJMHS IRB policy: Collection and Storage of Human Biological Materials for Research Purposes. Submit the completed form and attach all requested documents to:  aasjirbsubmissions@stjoeshealth.org
Provide complete answers to the following questions:  

What is being stored in the repository, and what is its purpose? 

     
Location of the repository:

     
Is the specimen considered a biohazard substance? 

  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, do OSHA standards apply?       
Has the SJMHS Biohazard and Safety Committee reviewed the creation of the repository?       
Who will have overall responsibility and authority for the repository?  

     
Who will have access to the repository and why will they be given access?

     
Who will be the gatekeeper of the repository? This person will have daily responsibility for maintenance, log in/log out, and monitoring the physical conditions of the repository.
     
Attach the procedure for collecting, storage, (use) release and disposal of samples.  

The procedure should address at a minimum:

Steward responsibilities, gatekeeper responsibilities, security measures (physical), confidentiality/privacy measures for the specimen, who has access, code-breaking procedures (if any required), log in and log out process for the specimen, environmental requirements and monitoring, if applicable 

Attach the consent to be used for sample procurement (use SJMHS template).

Attach the sample procurement protocol.

Indicate how specimens will be obtained: 

Who will collect?

     
How will this happen?

     
When will this happen?

     
Where will this happen?

     
Will consent process be employed? If not please explain in detail. 

     
Is access to medical records required for the creation of the repository?  

  FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, please explain why and what information is needed and what will happen to this information:
     
Provide the details for how the specimen will be labeled (attach the actual label to be used); the label should indicate the date of expiration; storage conditions and other pertinent information. 

     
Indicate how the specimen will be stored (environmental, physical conditions). If the sample needs to be processed indicate what is involved (fixatives used, embedded in paraffin blocks) and indicate the shelf life of the specimen.

     
Note: Using samples from repositories for a research study requires IRB approval by submitting a new project application. The steward of the repository (or creator) does not have permission to conduct research on the specimens until and unless a formal IRB application is submitted and IRB approval is granted. 
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