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	HRRC Data/Specimen repository plan application




Use of this application is intended to provide information to the DRS HRRC about prospective plans to establish a Data Repository. Your responses should be written in terms for the non-scientist to understand. When a Section of this application is not applicable, indicate “N/A”. Please do not delete section headings or the instructions. 

I. Data Repository Name: 

	     


II. Describe the types of information that will be included in the data repository, the sources of data and the intended purpose of the repository.

	     


III. Subject Population: Describe the subject population in terms of sex, race, ethnicity, age, cohort, etc. Provide specifics about the number individuals and records to be maintained. Explain the rationale for the involvement of special classes of subjects, such as children, individuals with cognitive impairments or others who are likely to be vulnerable. If Wards of the State (or any other agency, institution, or entity), you must specifically request their inclusion. 
	     


IV. Investigators/Staffing: The most recent certificate(s) of IRB training (Investigator 101 or CITI) must be attached to this submission:
	Name and Title
	Qualifications – attach Bio sketch that addresses qualifications pertain to this repository request
	Responsibilities Specific to the Repository

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	

	
	
	


Identify the primary and alternate contact information for the individuals who will be responsible for the maintenance and operation of the repository:
	Name
	Mailing Address
	Phone
	E-mail

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


V. Describe the process that you will use to ensure that all persons assisting with the research are adequately informed about the repository plan operating procedures.

	     


VI. Conflicts of Interest: Describe how the investigators and sub/co-investigators might benefit from the use/operation of the repository. Conflicts of interest derive from financial or other relationships. These relationships may affect the rights and welfare of human subjects in research. The following questions are provided for consideration. 
1. How is the repository supported or financed?
2. Where and by whom will the resulting data be analyzed?

3. Do individuals or institutions receive any compensation that may be affected by the study outcome?

4. Do individuals or institutions involved in the operation of the repository receive payment per participant or incentive payments, and are those payments reasonable?

5. Do individuals or institutions involved in the operation of the repository receive payments of other sorts? (e.g., grants, compensation in the form of equipment, retainers for ongoing consultation, or honoraria)? 

6. How are potential conflicts of interest managed?

	     


VII. Resource: Briefly describe the resources committed to the operation and maintenance of the repository including (1) time commitment, (2) facilities where the repository will be maintained, and (3) financial support.  

	     


VIII. Who has responsibility for the integrity of the repository and who can have access to the repository for research purposes? All use of repository data/specimens for research purposes must receive prior review and approval by the Human Research Review Committee (HRRC) operated by the Department of Rehabilitative Services (DRS). Under certain circumstances, an investigator may rely upon the DRS HRRC. This requires a written Cooperative Agreement, signed by the investigator’s Federalwide Assurance (FWA) signatory official and the DRS FWA signatory official.  
	     


IX. Describe procedures for releasing identifiable or coded repository data for research purposes. 

	     


X. What is the process for informed consent/assent related to the repository? Attach consent form(s) as required. The informed consent document should include pertinent information, allowing the research participants or legally authorized representative to determine whether:

1. the collected data may be used for research related to a specific issue or protocol,

2. the collected data may be used for research directed to any reasonable research question pertaining to the administration of the vocational rehabilitation program, or
3. the subject wishes to be contacted each time her/his individual data may be accessed from the repository for research purposes. The repository PI will describe how the categories of preference indicated in the informed consent form are to be separately maintained within the repository to ensure proper usage according to repository participant’s consent. 

4. When will consent be obtained?

5. If some or all subjects will be cognitively impaired, or have language/hearing difficulties, describe how capacity for consent will be determined.

6. If you anticipate the need to obtain informed consent from legally authorized representatives, describe how you will identify an appropriate representative and ensure that their consent is obtained. 

7. Note: If any non-English speaking subjects are included in the repository, please explain the plans for translation. Also, you must have plans for 1) conducting the consent discussion in the language understandable to the subject, and for 2) ongoing communication with the subject, as required.

	     


8. Who will conduct the consent discussion with the subject? (Check all that apply)

 FORMCHECKBOX 
 Principal investigator

 FORMCHECKBOX 
 Co-investigator(s)

 FORMCHECKBOX 
 Research coordinator

 FORMCHECKBOX 
 Other: specify:      
 FORMCHECKBOX 
 N/A, waiver of consent requested 

9. How will you be sure there is sufficient opportunity for the subject to consider whether to consent? (Check all that apply)

 FORMCHECKBOX 
 Subjects will be allowed to take home the unsigned consent form for consideration prior to signing it.

 FORMCHECKBOX 
 Subjects will be allowed a waiting period of       hours to consider their decision.

 FORMCHECKBOX 
 Other specify):      
 FORMCHECKBOX 
 N/A

XI. If you are requesting waiver of informed consent, complete the information in this table.

	1. 
	Describe why this research involves no more than minimal risk to the subjects:

     

	2. 
	Describe why this waiver will not adversely affect the rights and welfare of the subjects.

     

	3.
	Describe why this research could not practicably be carried out without the waiver of consent. 

     

	4.
	Will subjects be provided with any information on this study after participation? If so, what information will they be given?

     
	Yes

 FORMCHECKBOX 

	No

 FORMCHECKBOX 



XII. If request is being made to waive documentation of consent, provide a justification for waiver based on one of the following two elements AND include a description of the information that will be provided to participants: (1) the only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Subject will be asked whether they want documentation linking them with the research, and each subject’s wishes will govern; or  (2) research generated from the repository presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context. [A template information sheet to develop a written statement about the research for subjects is included as Appendix A of this form.]
	     


XIII. If applicable, explain the ASSENT PROCESS for children or decisionally impaired subjects. Describe the procedures, if any, for re-consenting children upon attainment of adulthood. Describe procedures, if any, for consenting subjects who are not longer decisionally impaired.

	     


XIV. If request is being made to waive the requirement to obtain assent , explain why: (1) some or all of the individuals will not be capable of providing assent  based on their developmental status; (2) the research holds out a prospect of direct benefit not available outside of the research; AND/OR (3) [a] the research involves no more than minimal risk to the subjects, [b] the waiver or alteration will not adversely affect the rights and welfare of the subjects, [c] the research could not practicably be carried out without the waiver or alteration; and [d] whether or not subjects will be debriefed after their participation.
	     


XV. How is system privacy and confidentiality ensured? Confidentiality is an extension of the concept of privacy; it refers to the subject’s understanding of, and agreement to, the ways identifiable information will be stored and shared. Identifiable information can be printed information, electronic information, or visual information such as photographs. Describe the:
1. methods that will be used to protect confidentiality;

2. methods used to organize and store information, including separating information according to categories in the informed consent form;

3. safeguards to prevent accidental or inappropriate release of information;

4. training of repository personnel;

5. identification and qualifications of persons who are authorized to access or grant access to the information in the repository; and,

6. conditions under which information contained in the repository may be released for usage protocols.

	     


What precautions will be used to maintain the confidentiality of identifiable information? (Check all that apply)
 FORMCHECKBOX 
 Paper-based records will be kept in a secure location and only be accessible to personnel involved in the study.
 FORMCHECKBOX 
 Computer-based files will only be made available to personnel involved in the study through the use of access privileges and passwords.

 FORMCHECKBOX 
 Prior to access to any study-related information, investigators will be required to sign statements agreeing to protect the security and confidentiality of identifiable information.

 FORMCHECKBOX 
 Whenever feasible, identifiers will be removed from study-related information.

 FORMCHECKBOX 
 Precautions are in place to ensure the data is secure by using passwords and encryption, because the research involves web-based surveys.

 FORMCHECKBOX 
 Audio and/or video recordings of subjects will be transcribed and then destroyed to eliminate audible identification of subjects. 

	 FORMCHECKBOX 
 Other (specify):      



XVI. NAME OF PERSON COMPLETING THIS FORM: Please tell us who you are and how we can contact you if we have questions about this form.

	     
Printed or Typed Name of Person Completing this Form
	     
Organization & title

	       &       
Phone & Fax numbers
	     
E-mail address


	PRINCIPAL INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository. 

	

	Signature of Investigator:
	
	Date of Signature:
	     


	Co-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


	CO-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


	CO-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


	CO-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


	CO-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


	CO-INVESTIGATOR STATEMENT OF COMPLIANCE:

	I understand and accept responsibility for ensuring the privacy and confidentiality of data/specimens stored in the repository. I certify that all key repository personnel and myself have completed required training on human subjects protection. I agree to a continuing exchange of information with the DRS HRRC including the requirements to (i) obtain HRRC approval before making changes/revisions to the repository, (ii) submit a continuing review application to the DRS HRRC at their request (and at least annually), and (iii) report promptly to the DRS HRRC all unanticipated problems or serious adverse events involving breach of privacy or confidentiality of data/specimens contained in the repository.

	

	Signature of

Co-Investigator:
	
	Date of Signature:
	     


The Signature of each Investigator’s Supervisor MUST be included.
	Principal Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


	Investigator’s Supervisor Statement of COMPLIANCE

	

	I certify that I have reviewed the research repository plan referenced in this application.  I believe that the repository data/specimen security plan can be implemented as stated in the plan.

	

	print name
	     


	degrees, title
	     


	Department and Organization:
	     

	Signature of Investigator’s Supervisor:
	
	Date of Signature:       


Appendix A: Research Subject Information Sheet

Investigators wishing to receive approval for waiver of documentation of consent may use this template information sheet to develop a written statement about the research for subjects (The HRRC requires a written statement for subjects; see 45 CFR 46.117 and 21 CFR 56.109(d)).

Instructions are italicized in the text below.

Elements of consent that are only necessary when applicable are enclosed in brackets below.  See Federal Regulations 45 CFR 46.116(b) and 21 CFR 50.25(b) for information about additional consent elements.

Sponsor:  

Study Title: 

Research Investigator (s): 

You are being asked to be in a research study that will try to (briefly describe research objectives)
Your participation will involve giving permission for the researchers to access information about you that was collected during your vocational rehabilitation process with the Virginia Department of Rehabilitative Services (DRS). In addition to the information maintained by DRS, the research will obtain other information about you to include ____________   . [And consider including the approximate number of subjects involved in the research.] 
There are no known risks associated with being in this research.   OR   Possible risks associated with this research include…. [And consider including There may be risks which are unknown at this time.]  

[Consider including You will be told about any new information that might change your decision to be in this study.]  
You may not receive a direct benefit if you agree to participate.  However, people in the future may benefit from the information obtained from this research. 

Select either Your alternative is to not participate in this study.  OR Your alternative(s) to participating in this study include(s)…

[Consider stating whether there might be additional costs to the subject for participating.] 
Contact (insert name) at (insert phone number) for questions about the research or if you think you have been harmed as a result of joining this research.  Contact the Elizabeth E. Smith if you have questions about your rights as a research subject: 1-800-552-5019 or TTY 1-800-464-9950.  Elizabeth Smith is the Policy and Planning Director at DRS.
The information about you that will be collected for this research will be (describe how confidentiality of records will be maintained), and may be shared with (describe who may view or receive the identifiable information).  This information is shared so the research can be conducted and properly monitored.

This permission will not end unless you cancel it.  You may cancel it by sending written notice to the researchers at [insert contact information].

Your decision to be in this study is voluntary.  You will not be penalized or lose rights to services at the Department of Rehabilitative Services if you decide not to participate or if you decide to stop participating.  

[And consider including Your part in this study may be stopped at any time by the researchers or the sponsor without your consent for any of the following reasons:
· if it is in your best interest;

· you do not consent to changes made in the study plan;

· insert the specific reasons for discontinuation listed in protocol
· or for any other reason.]
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