Appendix H: Human Biological Material 

	Carle IRB No:       

	Date:      

	Project Title:       


1.
Describe the biological material that will be collected or used for this research.

	     


2.
Will additional biological material be collected during the research for the specific purpose of future storage?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

If yes, describe:

	     


3.
How and by whom will the biological material be obtained?
	     


4.
How will the biological material be identified during the life of the study?  Check all that apply.

 FORMCHECKBOX 
 Biological material is unidentified – identifying information was not or will not be collected or, if collected, was not maintained and cannot be retrieved. If any one of the 18 HIPAA identifiers is associated with the biological material, the material is “identified”.  To be “unidentified”, none of the 18 HIPAA identifiers may be associated with the biological material. 
 FORMCHECKBOX 
 Biological material is accompanied by a Limited Data Set and a Data Use Agreement is in place which prohibits the identification of donor-subjects (if a HIPAA Authorization is not in place).
 FORMCHECKBOX 
 Biological material is identified – a link to identifying personal information exists or will be created and maintained. If any one of the 18 HIPAA identifiers is associated with the biological material, the material is “identified”.
If identified,

 FORMCHECKBOX 
 Biological material is unlinked – provided to the investigator without identifiers or codes that can link to identifiers.

 FORMCHECKBOX 
 Biological material is coded – provided to the investigator with codes. The codes are linked to identifiers.  The identifiers will not be available to the research team.

 FORMCHECKBOX 
 Biological material is coded – provided to the investigator with codes. The codes are linked to identifiers.  The identifiers will be available to the research team.

 FORMCHECKBOX 
 Biological material is identified – provided to the investigator with identifying personal information.

5.
What is the intended use of the biological material according to the proposed protocol? 
	     


6.
Will any subject receive information from the analysis of their biological material(s)?  


 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No


If Yes, please explain what information will be given, when and how.
	     


7.
Will the biological material be shared outside of Carle?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If Yes, please explain what will be shared, with whom and under what conditions.
	     


8.
Will all biological material be destroyed after its purpose in this research project has been served?    FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No

If yes, stop here.  If No, complete the remainder of this form

9.
Will subjects have the option of specifying future use or non-use of the biological material and related data?    FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No
10.
What biological materials will not be destroyed?

	     


11.
What related data will be stored with the biological material?
	     


12.
Identification:

12.a. How will the stored biological materials and related data be identified?  Check all that apply.
 FORMCHECKBOX 
 Unidentified:  Biological material and related data is unidentified –none of the 18 HIPAA identifiers are provided with the biological material and related data.. 

 FORMCHECKBOX 
 Limited Data Set:  Biological material and related data is accompanied by a Limited Data Set and a Data Use Agreement is in place which prohibits the identification of donor-subjects (or a HIPAA Authorization exists in place of the Data Use Agreement).
 FORMCHECKBOX 
 Identified:  Biological material and related data is directly identified or a link to identifying personal information will be maintained and available..

If “identified” is selected, complete the rest of section 12.  If unidentified, go to 13.
12.b. Describe the purpose of maintaining the identifying information and the steps that will be taken to protect donor-subject confidentiality?  
	     


12.c. Will a Certificate of Confidentiality be obtained?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
If yes, please note: When the IRB issues a conditional approval for your research, submit a request for a Certificate of Confidentiality to the appropriate federal agency. After you receive the Certificate of Confidentiality, you must submit the Certificate of Confidentiality to the IRB to receive approval to begin recruitment. This must happen before any subjects are recruited.
12.d. Will donor-subjects be permitted to withdraw their material/data from the storage situation?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No
12.e. Will the results of future research be shared with the donor-subjects?   FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
13.
Describe the future uses for which the samples/date will be stored:

	     


14.
Who will be the custodian of the stored material/data?

	     


15.
Who will have access to the stored material/data, and under what conditions (with/without identifiers, under an approved IRB protocol, etc.)?

	     


16.
How long and where will material/data be stored?

	     


17.
Has the above information, supplemented by the risk of a breach in confidentiality, been included in the consent document?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

V.2.1   01/14/10

page 3 of 3

