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	Secondary Use of Research Samples/Data Application





Instructions: Submit this abbreviated application when the proposed activities include only the secondary use of research samples and/or data.  This application, however, is not appropriate when the research activities are (1) not limited to secondary use of research samples and/or data; (2) re-consent is planned, and/or (3) the original REC-approved consent form precludes the proposed activities.
	A. PROTOCOL INFORMATION


	Protocol Number:
	     

	Protocol Title ( باللغة العربية& in English): 
	     

	Principal Investigator 
	     

	Department:
	     

	Preferred Mailing Address:
	     

	Email:
	     

	Phone:
	     

	Additional Contact Person:
	     

	Preferred Mailing Address:
	     

	Email:
	     

	B. FUNDING SOURCE(S).  If no funding, check here and skip to section C:  FORMCHECKBOX 
  

Attach a copy of each grant application. 

	Sponsor Name
	Funding Type
	Sponsor Grant # (if applicable) 
	HSPH Fund # (6 digit), if assigned
	Prime Awardee

	     
	 FORMDROPDOWN 

	      
	     
	 FORMCHECKBOX 
 HSPH   FORMCHECKBOX 
 Other:         

	     
	 FORMDROPDOWN 

	      
	     
	 FORMCHECKBOX 
 HSPH   FORMCHECKBOX 
 Other:         

	C. SUMMARY OF RESEARCH. Provide a brief description of the study, its objectives, hypotheses, and how the data/specimens will be analyzed.

	     


	D. SAMPLES/DATA.  

	1. Source of Samples/Data. Check all that apply. 

 FORMCHECKBOX 
 Collaborators within KAU, specify:      
 FORMCHECKBOX 
 Collaborators outside of KAU specify:      
 FORMCHECKBOX 
 Other, specify:      

	2.  Samples/Data to be used. Check all that apply.

 FORMCHECKBOX 
 Personal Data (name, address, social security number)

 FORMCHECKBOX 
 Demographic Data (age, gender, race, ethnicity, vital 
     status)

 FORMCHECKBOX 
 Coded Data (diagnoses, procedures, dates)

 FORMCHECKBOX 
 *Fetal Tissue; original source:      
	 FORMCHECKBOX 
 Reports, clinic/office notes
 FORMCHECKBOX 
 Laboratory Data

 FORMCHECKBOX 
 Images
 FORMCHECKBOX 
 Billing Data

 FORMCHECKBOX 
 Other, specify:      

	3.  Explain why the research could not be carried out without access to this data?  
     

	4.  Do samples/data retain a code, which could link samples/data to individuals?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, will you, or members of your study team, have access to the coding system?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
If yes, explain why you need to identify participants:      

	 5.   Will samples/data be sent to individuals or institutions outside KAU?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
If yes, what information will be sent with the samples/data:      

	E.  RISKS TO PARTICIPANTS.  Identify the risks to participants (e.g., breach of confidentiality), and address how such risks will be minimized:

	     


	F.  INFORMED CONSENT

	1.   Were samples/data collected as part of an REC-approved protocol?   FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
If yes, is the proposed use consistent with the use outlined in the REC-approved consent form? 

 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  

If yes, attach a copy of the IRB-approved consent form. If no, complete the Human Research Initial Application.


	2.  Do you plan to re-consent participants?    FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No  
     If yes, complete the Human Research Initial Application. 

	G. PRINCIPAL INVESTIGATOR / DEPARTMENT CHAIR CERTIFICATION  

	As Principal Investigator, I certify the following: 

· I will personally conduct or supervise this research.

· I will comply with applicable National Biomedical Ethics and KAU policies and procedures.
· I will conduct the study in accordance with the REC-approved protocol and will only make changes in a protocol after receiving approval from the REC, except when necessary to protect the safety, rights, or welfare of research participants.

· I will maintain adequate and accurate records and make these records available for inspection.

· I will provide adequate supervision of those to whom the study-related tasks are delegated and I am accountable for regulatory violations resulting from failure to adequately supervise the conduct of this research. 
________________________________________________________     ____________________

Principal Investigator’s Signature



                       Date 



	As Department Chair, I certify the following:

· The Principal Investigator is qualified by education, training and experience to personally conduct and/or supervise the research described in the protocol.

· The Principal Investigator has completed all applicable institutional credentialing processes to conduct this research.

· The Principal Investigator has sufficient resources to carry out this research as proposed.   

· The protocol is scientifically valid and employs research procedures which are consistent with sound research design.
________________________________________________________     ____________________

 Department Chair’s Signature



                       Date
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