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   Northern California Health Care System

	NEW PROTOCOL

APPLICATION FOR INITIAL IRB REVIEW – Supplement –

Human Biological Materials: Storage or Genetic Research Use 


	Principal Investigator:
	     

	Title of Study:
	     

	VA File Number:
	


A. HUMAN BIOLOGICAL MATERIALS

	1. What type(s) of specimens will be collected/used?   

     

	2. What is the source of the specimens that will be collected/used?
 FORMCHECKBOX 
 Repository of existent material        FORMCHECKBOX 
 Human Subjects           FORMCHECKBOX 
 Other 
If you marked Other, please describe in detail how you will acquire the material:      

	3. Please indicate the nature of the samples that will be used by the investigator :

 FORMCHECKBOX 
 Unidentified (anonymous)          FORMCHECKBOX 
 Identified           FORMCHECKBOX 
 Coded           FORMCHECKBOX 
  Unlinked (anonymized) 

a. If you intend to unlink (anonymize) identified or coded samples for the purposes of this study, describe in detail how you intend to accomplish this (Note: The involvement of a person(s) not directly associated with the study is encouraged to accomplish or supervise this process):  

b. If the samples are being provided to you from an existent repository, describe the location and nature of the repository.
     
c. Provide the name of the IRB overseeing the operations of the repository. 
     
d. Attach a copy of the letter or approval document from the repository’s representative granting you permission (or contingent permission) to obtain such material:  
     

	4. What kind of identifying information linked to the subjects will be recorded? 
     
a. Do you plan to maintain an identifier or a link to an identifier of the subjects.
 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
  No
b. If personal identifiers are recorded, describe how the confidentiality of subject’s identity will be maintained.
     
c. If personal identifiers are recorded, describe plans for maintaining and destroying data after the study is completed. 
     


B. RESEARCH USING STORED HUMAN BIOLOGICAL MATERIALS AND RESEARCH INVOLVING HUMAN GENETIC MATERIAL
	1. Does the proposed research involve any of the following?

Note: Long-term storage is defined as banking of human biological material for research outside this study protocol.

	a. Long-term storage (repository) of human biological material that can be linked to an individual (identified specimens)?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 

	b. Genetic research using human biological material conducted with coded or identified samples?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	c. Transformation of human tissue samples into immortalized cell lines?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	d. Gene therapy?
	 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No

	· If Yes to any of the above questions, you MUST complete Section C and D.


C. RESEARCH USING STORED HUMAN BIOLOGICAL MATERIALS
	1. What are the specific scientific objectives of the research storage or use of the samples? 
     

	2. Informed Consent:  
Research using coded or identified samples requires research subject consent, unless the criteria for a consent waiver have been satisfied.  When research poses little or no risk to subjects whose consent would be difficult or impossible to obtain, it is appropriate to request a waiver of informed consent.  

a. If personal identifiers will be recorded, will the subjects be consented for the involvement of their data or biological specimens in the research? 


 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No        FORMCHECKBOX 
 N/A

· If Yes, attach a copy of VA Research Consent Form 10-1086.  
· If No, answer the following questions: 

1) If you are requesting a waiver of informed consent, complete the following questions:

(a) Why does the proposed use of existing data or biological specimens present no more than minimal risk to the subjects?
     
(b) Why could the research not practicably be carried out without the waiver of informed consent?  
     
(c) Why will a waiver of informed consent not adversely affect the rights/welfare of the subjects?
     
(d) How will pertinent information be provided to the subjects, if appropriate at a later date?
      

	3. Do you propose to provide the samples to researchers not directly involved in this study for other research purposes?  
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 
· If Yes, please provide additional details:      

	4. Do you propose to retain the samples for future use in, as yet unspecified, research? 
 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No 
· If Yes, provide additional details, including an explanation of the means whereby you propose to obtain the subject’s consent for such future use:       

	5. Are you going to provide the subject with the option of requesting that his or her identifiable sample be withdrawn from the study or destroyed?     
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 

	6. Is there a reasonable likelihood that your research may lead, directly or indirectly, to the development of a commercial product?    
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 

· If Yes, have you addressed this possibility in the Consent Document?   
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 
· If Yes, have you disclosed all investigators’ interests in the Consent Form Section, “Researcher’s Financial Disclosure?   
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No     

· If not then describe further:       

	7. Does your research involve collaboration with researchers from, or sponsorship by, a commercial company?    
 FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No 
· If Yes, provide additional details: 
· If Yes, Does the VA, UCD, or EBIRE have any financial interest in, or contractual agreement with, the company (Example: a contract that would involve the receipt of royalties pursuant to a technology transfer agreement)?    
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No           
· If Yes, provide additional details:      
· If Yes, have you disclosed this in the consent form?   

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 


D. RESEARCH INVOLVING HUMAN GENETIC MATERIAL

	1. Informed Consent
a. If personal identifiers will be recorded, subjects must give informed consent for use of their genetic material in research.  
b. If you are requesting a waiver of informed consent, please provide justification for such a waiver. 
c. Attach a copy of VA Research Consent Form 10-1086.  Use the VANCHCS template for Genetic Testing.
d. It is recommended that the investigator become familiar with the National Bioethics Advisory Council (NBAC) report, "Research Involving Using Human  Biological Material"  ( www.bioethics.gov ) before writing a genetic testing consent.

2. If personal identifiers will be recorded, will the subjects give informed consent for use of their genetic material in research? 

 FORMCHECKBOX 
 Yes        FORMCHECKBOX 
 No        FORMCHECKBOX 
 N/A

· If No, 
1) And you are requesting a waiver of informed consent, complete the following questions:
(a) Why does the proposed use of genetic specimens present no more than minimal risk to the subjects?       
(b) Why could the research not practicably be carried out without the waiver of informed consent?      
(c) Why will a waiver of informed consent not adversely affect the rights/welfare of the subjects?       
(d) How will pertinent information be provided to the subjects, if appropriate at a later date?      

	3. Do you intend to create an immortalized cell line from the sample? 
 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No
· If Yes, have you disclosed this in the Consent Form?

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No

	4. Does this study include a risk of psychosocial harm to any research subject or to any kindred, group or community of which the research subject is a member?    

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 

· If Yes, describe the risks and the means by which you intend to minimize or ameliorate them:       
· If No, justify why not.       

	5. Does this study include the possibility that personally identifiable information about the subjects immediate or extended family members may be discovered as a consequence of the nature of the study itself?  (Example: The establishment of a family pedigree)  

 FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No
· If Yes, describe how this information is going to be obtained, used and maintained in a confidential manner:      

	6. Is there a possibility that the study will yield genetic information that you may consider disclosing to the subject?    

 FORMCHECKBOX 
 Yes       FORMCHECKBOX 
 No 

· If Yes, 
a. Discuss the process that you will use to disclose the information.       
b. Describe the genetic counseling provided when communicating test or other research results to subjects.       


	I understand my obligations as an investigator and agree to fulfill them.

The information contained in this application is complete to the best of my knowledge.

	Principal Investigator
	Date
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