	APPLICATION FOR CONTINUED APPROVAL

	Michigan Department of Health and Human Services

	

	Institutional Review Board for the Protection of Human Research Subjects

	333 South Grand Avenue, PO Box 30195

	Lansing, MI 48909

	Email: MDHHS-IRB@michigan.gov		Phone: 517-241-1928		Fax: 517-241-1200

	

	SECTION 1 – PROJECT IDENTIFICATION

	1.1
	Project Title

	[bookmark: Text1]
	[bookmark: _GoBack]     

	
	MDHHS IRB Log #
	Approval Expiration Date
	Responsible Department Employee

	
	     
	     
	     

	
	Authorizing Supervisor
	Primary Investigator
	Primary Investigator Email

	
	     
	     
	     

	1.2 Indicate below if changes are needed to the contact information for the responsible department employee, the authorizing supervisor, and/or the primary investigator.

	

	Responsible Department Employee Name
	Phone
	Email

	     
	     
	     

	Authorizing Supervisor Name
	Phone
	Email

	     
	     
	     

	Primary Investigator Name
	Phone
	Email

	     
	     
	     

	SECTION 2 – PROJECT STATUS

	2.1
	Provide a brief summary of how the project is progressing including a description of what portions of the protocol are complete or underway, and what activities are planed during the next approval period (if applicable).

	
	     

	2.2
	Do you plan to continue the research after the current approval expiration?      |_| Yes    |_| No  

	
	If “Yes,” please continue to 2.3

	
	If “No,” please indicate the date the activity ended or will end:
	[bookmark: Text4]     
	

	
	Note: If the research has ended, please skip to section 3.

	2.3
	Does ongoing research include activities other than data analysis?      |_| Yes    |_| No  

	
	If “Yes,” please skip to section 3

	
	If “No,” please indicate the date data collection ended:
	     
	

	2.4
	Does ongoing analysis include data linked to subject identifiers?      |_| Yes    |_| No  

	SECTION 3 – PROJECT DETAIL

	3.1
	How many subjects have been enrolled (if applicable)?
	     
	

	3.2
	Do you plan to enroll additional subjects?      |_| Yes    |_| No  

	
	If “Yes,” and if no waiver of the requirements for informed consent was approved for this study, please attach a copy of the current informed consent document with this submission.

	3.3
	Describe any adverse events and/or unanticipated problems encountered during this approval period: (indicate if not applicable)

	
	     

	3.4
	If subject complaints were received, or if any subjects withdrew from the study, describe those complaints and withdrawals here: (indicate if not applicable)

	
	     

	3.5
	Summarize any recent literature or interim findings that are relevant to this research, especially where those findings may  affect the willingness of subjects to participate in this research:

	
	     

	3.6
	Describe any revisions you wish to have approved to the current protocol or study documents:

	
	     

	3.7
	If this research is reviewed by a Data Safety Monitoring Board or similar entity, please summarize any recent reports from this body: (indicate if not applicable)

	
	     

	
	Note: Include a copy of any relevant report with this submission.

	3.8
	Is another IRB reviewing this research?      |_| Yes    |_| No  

	
	If “Yes,” attach a copy of the current approval from the other organization.

	

	Please complete and return this form to the MDHHS IRB 5 business days prior to approval expiration. Failure to provide a timely update on projects approved by expedited or full committee IRB review could result in a lapse in IRB approval and the need for human subject involvement in research to cease. Involvement of human subjects in MDHHS sponsored research without IRB approval is a violation of the department’s Federal Wide Assurance (FWA)

Completed forms may be sent by reply email to: MDHHS-IRB@michigan.gov

	

	The Michigan Department of Health and Human Services (MDHHS) does not discriminate against any individual or group because of race, religion, age, national origin, color, height, weight, marital status, genetic information, sex, sexual orientation, gender identity or expression, political beliefs or disability.

	Authority:  Code of Federal Regulations Title 45 Part 46



DCH-1278 (Rev. 8-16) Previous edition obsolete.	1

DCH


-


1


2


78 (


Rev. 


8


-


16)


 


Previous edition obsolete.


 


1


 


APPLICATION FOR CONTINUED APPROVAL


 


Michigan Department of Health and Human Services


 


 


Institutional Review Board for the Protection of Human Research Subjects


 


333 South Grand Avenue, PO Box 30195


 


Lansing, MI 48909


 


Email:


 


MDHHS


-


IRB@michigan.gov


 


 


Phone: 517


-


241


-


1928


 


 


Fax: 517


-


241


-


1200


 


 


SECTION 1 


–


 


PROJECT IDENTIFICATION


 


1.1


 


Project Title


 


 


 


 


 


 


 


 


 


MDHHS IRB Log #


 


Approval Expiration Date


 


Responsible Department Employee


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


Authorizing Supervisor


 


Primary Investigator


 


Primary Investigator Email


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


1.2


 


Indicate below if changes are needed to the 


contact information for the responsible department employee, the authorizing superv


i


sor, 


and/or the primary investigator.


 


 


Responsible Department Employee Name


 


Phone


 


Email


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


Authorizing Supervisor


 


Name


 


Phone


 


Email


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


Primary Investigator


 


Name


 


Phone


 


Email


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


 


SECTION 2 


–


 


PROJECT STATUS


 


2.1


 


Provide a brief summary of 


how the project is progressing including a description of what portions of the protocol are complete or 


underway, and what activities are planed during the next approval period (if applicable)


.


 


 


 


 


 


 


 


 


2.2


 


Do you plan to continue the research after the current approval expiration?


      


 


Yes    


 


No  


 


 


If “Yes,” please continue to 2.3


 


 


If “No,” please indicate the date the activity ended or will end:


 


 


 


 


 


 


 


 


 


Note: If the research has ended, please skip to section 3.


 


2.3


 


Does ongoing research include activities other than data analysis?


      


 


Yes    


 


No  


 


 


If “Yes,” please skip to section 3


 


 


If “No,” please indicate the date data collection ended:


 


 


 


 


 


 


 


 


2.4


 


Does ongoing 


analysis


 


include 


data linked to subject identifiers


?


      


 


Yes    


 


No  


 


SECTION 3 


–


 


PROJECT DETAIL


 


3.1


 


How many subjects have been enrolled (if applicable)?


 


 


 


 


 


 


 


 


3.2


 


Do you plan to enroll additional subjects?


      


 


Yes    


 


No  


 


 


If “Yes,” and if no waiver of the requirements for informed consent was approved for this study, please attach a copy of the 


current 


informed consent document with this submission.


 


3.3


 


Describe any adverse events and/or 


unanticipated problems encountered during this approval period: (indicate if not applicable)


 


 


 


 


 


 


 


 


3.4


 


If subject complaints were received, or if any subjects withdrew from the study, describe those complaints and withdrawals he


re: 


(indicate if not applicable)


 


 


 


 


 


 


 


 


3.5


 


Summarize any recent literature or interim findings that are relevant to this research, especially where those findings may  


affect the 


willingness of subjects to participate in this 


research:


 


 


 


 


 


 


 


 




DCH - 1 2 78 ( Rev.  8 - 16)   Previous edition obsolete.   1  

APPLICATION FOR CONTINUED APPROVAL  

Michigan Department of Health and Human Services  

 

Institutional Review Board for the Protection of Human Research Subjects  

333 South Grand Avenue, PO Box 30195  

Lansing, MI 48909  

Email:   MDHHS - IRB@michigan.gov     Phone: 517 - 241 - 1928     Fax: 517 - 241 - 1200  

 

SECTION 1  –   PROJECT IDENTIFICATION  

1.1  Project Title  

            

 MDHHS IRB Log #  Approval Expiration Date  Responsible Department Employee  

                                  

 Authorizing Supervisor  Primary Investigator  Primary Investigator Email  

                                  

1.2   Indicate below if changes are needed to the  contact information for the responsible department employee, the authorizing superv i sor,  and/or the primary investigator.  

 

Responsible Department Employee Name  Phone  Email  

                                 

Authorizing Supervisor   Name  Phone  Email  

                                 

Primary Investigator   Name  Phone  Email  

                                 

SECTION 2  –   PROJECT STATUS  

2.1  Provide a brief summary of  how the project is progressing including a description of what portions of the protocol are complete or  underway, and what activities are planed during the next approval period (if applicable) .  

            

2.2  Do you plan to continue the research after the current approval expiration?          Yes       No    

 If “Yes,” please continue to 2.3  

 If “No,” please indicate the date the activity ended or will end:              

 Note: If the research has ended, please skip to section 3.  

2.3  Does ongoing research include activities other than data analysis?          Yes       No    

 If “Yes,” please skip to section 3  

 If “No,” please indicate the date data collection ended:              

2.4  Does ongoing  analysis   include  data linked to subject identifiers ?          Yes       No    

SECTION 3  –   PROJECT DETAIL  

3.1  How many subjects have been enrolled (if applicable)?              

3.2  Do you plan to enroll additional subjects?          Yes       No    

 If “Yes,” and if no waiver of the requirements for informed consent was approved for this study, please attach a copy of the  current  informed consent document with this submission.  

3.3  Describe any adverse events and/or  unanticipated problems encountered during this approval period: (indicate if not applicable)  

            

3.4  If subject complaints were received, or if any subjects withdrew from the study, describe those complaints and withdrawals he re:  (indicate if not applicable)  

            

3.5  Summarize any recent literature or interim findings that are relevant to this research, especially where those findings may   affect the  willingness of subjects to participate in this  research:  

            

