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HEALTH CARE
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	External IRB Information

	Name
	

	Contact Name
	Email
	Phone
	FAX

	
	
	
	

	Mailing Address

	

	 No
	 Yes
	Do each of your institutions /facilities have an IRB Authorization Agreement in place with the external IRB cited above? (To verify if an IRB Authorization Agreement is in place, please contact the MHC IRB office at 248-484-4950.)


	Principal Investigator (PI)

	Name of Principal Investigator
	Degree (e.g. MD, DO, PhD, RN)
	Title

	
	
	

	Email
	Phone
	FAX

	
	
	

	Specialty
	Pager Number
	Mailing Address

	
	
	


	


	Study Title (Must be identical to the title on the official study protocol)



	From which of the following sites will you use or disclose Protected Health Information (PHI)?


	 Bay Region    Central MI     Flint    Greater Lansing    Lapeer Region    Macomb     Northern MI     Oakland        

  Orthopedic Hospital                Port Huron

	 KCI at (site): 


	 Other: 



Please select which you are requesting:
 FORMCHECKBOX 
 Waiver of Authorization
 FORMCHECKBOX 
 Alteration of Authorization
Please provide your response for each of the following: (Each box will expand to accommodate your response.)
A.
Provide a brief description of the Protected Health Information (PHI) for which the waiver or alteration is requested.
	


B.
What identifiers will be recorded (at any time) in associate with the research data? (please check all that apply).

 FORMCHECKBOX 
 Name


 FORMCHECKBOX 
 Address (street, city, county, zip code)


 FORMCHECKBOX 
 All elements of dates (except year) related to an individual (e.g. birth date, admission date, discharge date, etc.) 


 FORMCHECKBOX 
 Telephone and/or fax number


 FORMCHECKBOX 
 Email address


 FORMCHECKBOX 
 Medical record number(s)


 FORMCHECKBOX 
 Social Security number


 FORMCHECKBOX 
 Health plan beneficiary number(s)


 FORMCHECKBOX 
 Account Number(s)


 FORMCHECKBOX 
 Certificate/license number(s)


 FORMCHECKBOX 
 Vehicle identifiers and serial number, including license plate numbers


 FORMCHECKBOX 
 Device identifiers and serial numbers


 FORMCHECKBOX 
 Web Universal Resource Locators (URLs)


 FORMCHECKBOX 
 Internet Protocol (IP) address numbers


 FORMCHECKBOX 
 Biometric identifiers, including finger and voice prints


 FORMCHECKBOX 
 Full face photographic images (and any comparable images)


 FORMCHECKBOX 
 NONE OF THE ABOVE

C.
Research data that contain subject identifiers will be disclosed to the following groups/individuals (please check all        

      that apply).

 FORMCHECKBOX 
 Contract research organization(s) (CRO) – please identify by name.


 FORMCHECKBOX 
 Data Safety Monitoring Board/Committee


 FORMCHECKBOX 
 Other external organization or entity (e.g., NCI cooperative groups) – please identify by name


 FORMCHECKBOX 
 Third party payers


 FORMCHECKBOX 
 NONE OF THE ABOVE
D.
Explain how the use or disclosure of PHI involves no more than a minimal risk to the privacy of individuals.
	


E.
Explain why the research could not be practicably carried out without the waiver/alteration of HIPAA Authorization.
	


F.
Explain why the research could not be practicably carried out without access to and use of PHI.
	


G.
How will you protect the health information from improper use and disclosure?
	


H.
Describe your plan for destroying identifiers at the earliest opportunity consistent with the conduct of the research, or provide a justification for retaining them.

	


I.
Assurance that the individual health information will not be used or disclosed improperly.
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