TIPS FOR SUBMITTING A COMPLETE SECONDARY USE APPLICATION
(FROM IRBMED) 

1:  You must be PEERRS certified.  Go to:  http://my.research.umich.edu/peerrs/ 
     Complete the Human Subjects Module.
2.  Your CV must be less than 2 years old.  
     a. Only Investigators can Upload Revisions. Can be done 24 / 7 by clicking on name.  [Neither the 
         application nor an ame needs to be open].
     b. Staff with edit rights can only add CV’s, but only in a HUM or an AME when in an editable state.
3.  Follow the Secondary Use Application instructions.
[bookmark: _GoBack]4.  Do NOT use the drop menu to complete your application.  Click on the Continue button after 
     completing each page.  The program’s smart logic will direct you to the next required 
     section.
5.  Proofread your application before submitting, especially looking for any placemarkers you 
     may have typed in while initially completing the application.
6.  CareWeb contains Direct Identifiers. (indicate this in 24.5, if applicable)


LINKS TO WEBSITES: 
IRBMED:  http://med.umich.edu/irbmed/index.htm
eResearch:  http://eresearch.umich.edu/


EXAMPLES OF INFORMED CONSENT WAIVER AND HIPAA LANGUAGE:
Revise as necessary to fit your study:

Section 10-3.1:    Examples for each of the 4 required criteria:
	#1 - The research involves no more than minimal risk to the subjects.



Explain:
This is a retrospective data review study without direct involvement of human subjects. Since this study will be conducted on data previously obtained for clinical purposes, there is no chance of physical harm or discomfort to the subject. 

	#2 - The waiver or alteration will not adversely affect the rights and welfare of the subjects.



Explain:
There would be no reason to believe that by using the subjects’ retrospective data would be the cause of any harm, insults, injury to relationships, loss of job or insurance, injury to their health or well being etc. 

	#3 - Research could not practicably (i.e., feasibly) be carried out without the waiver or alteration



Explain:
It would be time and cost prohibitive to the Department of Surgery to obtain consents from the parents of up to 300 subjects for this unfunded retrospective  study 

	#4 - Whenever appropriate, the subjects will be provided with additional pertinent information after participation



Explain:
This is a retrospective data collection study only and will not have any impact on the subjects’ clinical management. The likelihood that this study will provide any new pertinent information is minimal, however if such information is found we will inform the subject’s physician.



Section 25 (HIPAA)

	25-1.2:  Explain why the PHI listed above is the minimum necessary to conduct the study


This is a medical research study; access to the PHI noted above is the minimum necessary to conduct this study.
	25-2.2*  To ensure that this research use of the PHI involves no greater than minimal risk to privacy, describe the plan to protect patient-subject identifiers from improper use or disclosure.


Only those directly involved in the study will have access to the research records. All records will be maintained in locked cabinet in a locked room with limited access and or in a password protected computer program.

	25-2.3*  To ensure that this research use of PHI involves no greater than minimal risk to privacy, describe the plan to destroy patient-subject identifiers at the earliest opportunity consistent with the research. Indicate at what point in the research the patient-subject identifiers will be destroyed.  If applicable, provide a health, research or legal justification for retaining the identifiers.


All research records will be destroyed after the study has been completed and all papers have been authored. Computer files will be deleted and hard copy materials will be discarded in accordance with UMHS policy.

	25-2.4*  To ensure that this research use of the PHI involves no greater than minimal risk to privacy, provide assurance that this information will not be reused or disclosed to any other person or entity (i.e., outside the research study team), except as required by law, for authorized oversight of the research study, or for other research for which the IRB has granted a waiver of the HIPAA authorization


PHI gathered throughout the course of this study will not be used or disclosed for any purpose other than this specific research study.

	25-2.5*  Why could this research not practicably be conducted unless the waiver of HIPAA authorization is granted [45 CFR 164.512 (i)(2)(ii)(B)]?


It would be time and cost prohibitive to the Department of Radiology to obtain HIPAA waiver from 1up to the parents of up to 30 subjects for this unfunded data collection study

	25-2.6*  Why could this research not practicably be conducted without access to and use of the PHI [45 CFR 164.512(i)(2)(ii)(C)]?


This is medical research study; access to PHI is necessary to conduct this study.
