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Institutional Review Board | 伦理委员会
Analysis of Existing Data Request for Protocol Approval 
Existing Data may be in the form of data sets, but may also be interview notes, audio- or video-recordings, student or faculty writings, case notes, or any other data collected by someone other than the researcher.
This form is to be used when either of the following applies:

1. The data are individually identifiable. Data are identifiable if they include direct identifiers, such as names, email addresses or images. They may also be identifiable if a person’s identity could be deduced based on the information contained in the data. 
Note: Data are considered identifiable when they contain unique identifiers linked to participants’ names, even if the researcher does not have the key.
2. The data provider requires IRB approval even though the data are not identifiable.
· Submit this form and any attachments to dku-irb@dukekunshan.edu.cn.
· Please note: Signatures in Part B are required for final approval. Faxed and scanned signatures are acceptable, as are electronic signatures. We cannot accept typed names.
There are three parts to this request:

A. Study Information

B. Researcher Information and Assurances
C. Project Description
Part A. Study Information

Project Title: 
Source of Funding: 
(If research is externally funded, submit a copy of the application or the award.)
	
	


Part B: Researcher Information and Assurances 

Researchers: (Faculty, Undergraduate or Graduate Student, Research Associate, Postdoctoral Fellow)
All signatories certify to the following:

1. I will not begin the research until written approval is secured from the IRB.  Note: Approval will not be provided unless certification to conduct research with human subjects is current.

2. I will conduct this study as described in the approved protocol. 

3. If any changes are anticipated, I will submit a Request to Amend an Approved Protocol, and I will not implement the changes until I receive approval from the IRB. 

4. I will contact the IRB staff promptly if any of the following events occur: unanticipated risks of harm to subjects, protocol deviations, and findings during the study that would affect the risks of participation.

	Name:      
	Department or School: 

	E-mail Address:      
	Phone Number:      

	DKU status:  FORMCHECKBOX 
 Faculty  FORMCHECKBOX 
 Graduate student  FORMCHECKBOX 
 Postdoc  FORMCHECKBOX 
 Research associate  FORMCHECKBOX 
 Other: 

	Signature:
	Date:


	Name:      
	Department or School: 

	E-mail Address:      
	Phone Number:      

	DKU status:  FORMCHECKBOX 
 Faculty  FORMCHECKBOX 
 Graduate student  FORMCHECKBOX 
 Postdoc  FORMCHECKBOX 
 Research associate  FORMCHECKBOX 
 Other: 

	Signature:
	Date:


If there are more than two members of the research team, copy and paste the researcher information and signature block. It defaults the first team member to be the principle investigator of the research.

Faculty Advisor(s) for Undergraduate or Graduate Students and Postdoctoral Fellows

All signatories certify to the following:


1. I have read and approved the protocol.


2. I assume responsibility for ensuring that my advisees are aware of the responsibilities as researchers.


3. I ensure that the IRB will be immediately notifies in the event of unanticipated risks to subjects, protocol deviations, or findings during the study that would affect the risks of participation.

	Name (Last name, First name):


	University Department or School:

     

	E-mail Address: 

     
	Phone Number: 

     

	
	

	Signature of Faculty Advisor
	Date


	Name (Last name, First name):


	University Department or School:

     

	E-mail Address: 

     
	Phone Number: 

     

	
	

	Signature of Faculty Advisor
	Date


Departmental Contact

This section should be completed when a departmental staff member assists in protocol preparation and record keeping and would like to be copied on correspondence from the IRB.

	Name:      

	E-mail Address:      

	Phone Number:      

	Type of Correspondence:  FORMCHECKBOX 
 Approval and Reminder Notices
  FORMCHECKBOX 
 All correspondence related to the submission, including feedback


IRB USE ONLY
This section is to be completed by IRB staff or IRB members only.

1.5 Human Subjects Administration 
	APPROVED as  FORMCHECKBOX 
  Expedited or  FORMCHECKBOX 
  Full

	
	

	 FORMCHECKBOX 
 IRB Designee or  FORMCHECKBOX 
 IRB Member
	Date


C: Project Description

I. The Data

Please prepare a narrative that addresses the following topics:

1. The purpose of the research.
2. The source of the data.

3. A description of the data.
4. A list of the direct identifiers (such as names, email addresses, images, or home addresses) or indirect identifiers (data points that, when combined, would allow someone to deduce the identity of subjects) included in the data.
	     


II. Data Security Procedures
This section includes two sets of questions. The first set is for publically available or non-sensitive data. The second set is for data that must be protected. There are prompts to help you decide which set of questions to complete.
Set One
Answer the questions in this set only if:

· The data are publically available to any requestor, that is, even your mom can get them; or

· An inadvertent release of identifiable data would not place individuals at risk of harm.

1. Where will the data be stored?

     
2. Who will access the data?

     
3. Will you include any identifiable information when you report the findings?
     
Set Two
Answer the questions in this set if any of the following apply:
· An inadvertent release of identifiable data would place individuals at risk of harm.

· The data provider requires a data use agreement (DUA) with either specific standards or general guidelines to protect data.
· The data provider requires data protection even though the data are not identifiable.

1. Who is your departmental or unit IT support contact or group?

     
2. Will you store data on Duke Box, a server approved by Duke’s Information Technology Security Office? If no, where will they be stored? 
     
3. If you will transfer data for analysis, how will they be transferred? Where will they be analyzed?  
     
4. Will you include any identifiable information when you report the findings?
     
5. How will access to the identifiable data be controlled? Who will authorize access to identifiable data?
     
6. Please identify each individual who will have access to the data and describe their role in the project.
     
7. If relevant, describe the process for de-identifying the data, including when it will be de-identified and by whom. In some cases, a third-party broker may be required to de-identify the data.
     
8. If you have entered into a data use agreement that specifies a data destruction date, what is the data destruction date?
     
III. Written Agreements with Data Providers:

Signed data use agreements must be submitted to the IRB as an attachment to this form. 
IV. Re-consenting Research Participants


If the original informed consent process made assurances to research participants that limit the use of their data, you may need to re-consent participants for the secondary use. 
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