Baystate Medical Center Institutional Review Board
Application to Establish a Specimen Repository

1. Name of Repository

     
2. Describe the purpose(s) of the specimen repository

     
3. Describe the type of specimen to be contained in the repository.
     
4. Describe the subject population:  gender, race, ethnicity, age range, and target number of specimens.  If the repository will include donations from children, decisionally impaired adults, or other vulnerable populations, provide justification.  
Note: Special approval processes apply if the subject population will include clients of agencies (such as Department of Mental Retardation, Department of Mental Health, or Department of Child and Family Services) or persons incarcerated in jails or prisons.



     
5. Describe the procedure for obtaining informed consent/assent, including who will be responsible for obtaining consent/assent.  Attach a copy of the informed consent/assent forms.
     
6. If a waiver of consent/waiver of HIPAA authorization is requested, provide justification and complete the Supplemental form for Waivers and Alterations.
     
7. Describe the location of the specimens.

     
8. Identify the duration that specimens will be kept and explain the reason for the intended duration.

     
9. The Repository will include:

 FORMCHECKBOX 
 Existing Specimens

 FORMCHECKBOX 
 Prospectively Collected Specimens

 FORMCHECKBOX 
 Existing Data*


 FORMCHECKBOX 
 Prospectively Collected Data

· Existing data means that all data is in existence at the time of this application to the IRB.

10. Will specimens be linked with any information about the subjects, either directly by labeling or through a code?    YES   FORMCHECKBOX 
       NO   FORMCHECKBOX 

11. If the answer to 10 is NO, describe the procedure for de-identifying and labeling the specimens; identify who will carry out the procedure.
     
12. If the answer to 10 is YES, describe information that will be associated with the specimen: be specific regarding the type of information, the source of information, and if a coding system is to be used, the basis for the system.

     
13. If the answer to 8 is YES, describe in detail the security measures that will be used to ensure the privacy of subjects and the confidentiality of data (e.g., password protected computer (laptop or desktop), data on protected server, locked freezer, locked storage and/or file cabinets).  If the specimen is to be coded, describe the coding methodology, who is responsible for assigning the code, and how the code will be protected.
     
14. Identify the person(s) who will be primarily responsible for ensuring the integrity of the repository.

     
15. Identify all persons who will be involved in the entry of specimens and/or information and/or coding, maintenance of the repository, or access to specimens with or without data.

	NAME
	RESPONSIBILITIES

	     
	     

	     
	     

	     
	     

	     
	     


16. Describe policy and procedure for releasing data, including the procedure for requesting data and the person(s) responsible for retrieving the data. 
     
-2-

v. 08/27/2009

