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


1. Name of the Repository

     
2. Describe the purpose(s) of the data repository.
     
3. Describe the information that will be in the data repository; be specific regarding the type of information (medical record number, age, gender, diagnosis, procedures, etc.), the source of the information, the subject population and any other pertinent detail.
     
4. The Repository will include:
 FORMCHECKBOX 
 Existing Data*


 FORMCHECKBOX 
 Prospectively Collected Data

* Data is all in existence at the time of this application.
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 or Alterations of Consent and HIPAA
     
7. Describe the location of the repository.
     
8. Identify the duration that an individual’s data is intended to be retained in the repository and explain the reason for the intended duration.
     
9. Identify the person(s) who will be primarily responsible for ensuring the integrity of the repository.
     
10. Identify all persons who will be involved in the entry of data, maintenance of the repository, or the coding, access, or analysis of data and their responsibilities.


	NAME
	RESPONSIBILITIES

	     
	     

	     
	     

	     
	     

	     
	     


11. 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, data on protected server, locked cabinets).  If the data is to be coded, describe the coding methodology, who is responsible for assigning the code, and how the code will be protected.

     
12. Describe in detail the policy and procedure for releasing data, including the procedure for requesting data and the person(s) responsible for retrieving the data.
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