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INSTITUTIONAL REVIEW BOARD (IRB)
2700 Bay Area Boulevard
Houston, Texas  77058-1098
Telephone:  (281) 283-3015       Fax:  (281) 283-2143  	 Email:  sponsoredprograms@uhcl.edu        Website:  uhcl.edu/research
CONTINUING REVIEW OF PROTOCOL INVOLVING HUMAN SUBJECTS §46.109(e)
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html#46.109

PREVIOUS IRB REVIEW DATE:     Click or tap here to enter text.	APPROVAL EXPIRATION DATE:  Click or tap here to enter text.
TITLE:      Click or tap here to enter text.			PROJECT END DATE:  Click or tap here to enter text.
	PRINCIPAL INVESTIGATOR/CO-PRINCIPAL INVESTIGATOR(S)
	UHCL EMAIL (REQUIRED)

	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.
	FACULTY SPONSOR
	UHCL EMAIL (REQUIRED)

	Click or tap here to enter text.	Click or tap here to enter text.
	STUDENT RESEARCHER(S)
	UHCL EMAIL (REQUIRED)
	ALTERNATE EMAIL (REQUIRED)

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.
	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.

[bookmark: _GoBack]
1. STATUS REPORT
A. Provide the total number of subjects enrolled to date: 							 Click or tap here to enter text.
B. Provide demographics of subjects enrolled to date:    							 Click or tap here to enter text.	
C. Provide information about additional enrollment of subjects expected for upcoming period:  		 Click or tap here to enter text.	
D. Provide information about subjects recruited –
D1.	the number from whom data were received:   							 Click or tap here to enter text.
D2.	the number who withdrew or were dropped and reasons:          					  Click or tap here to enter text.
D3.	the number of complaints received from subjects about the study or their participation:                         Click or tap here to enter text.
E. Provide details of any unanticipated problems or adverse events involving risks to subjects encountered to date:												                Click or tap here to enter text.
F. Provide current assessment of the research and its related risks and benefits; e.g., any findings in the research that affect the risk-benefit ratio or suggest a need to amend or modify research protocol; any problems with privacy or confidentiality; etc.: 							                Click or tap here to enter text.
G. Provide summarization of modifications made to the original protocol:           			                Click or tap here to enter text.
H. Provide amended informed consent form in two versions:  modified version to be given to newly recruited participants and marked-up version identifying changes to the original informed consent form.
2. PROTOCOL/STUDY DESIGN [See email with originally approved protocol attached.]
If there are no changes in the design or protocol, please state below.  If there are any modifications to the design or protocol, provide revised protocol with changes indicated by different font color.				      Click or tap here to enter text.
3. INFORMED CONSENT [See email with originally approved informed consent attached.]
If there are no changes to the informed consent form, please state below.  If the informed consent forms needs to be revised, attach modified version for CPHS review and approval and marked-up version of original informed consent form.  [See item (h) above].									                Click or tap here to enter text.
4. INSTRUMENTS [See email with originally approved instruments attached.]
Provide any new instruments or changes to originally approved instrument for IRB review and approval.  
If there are no changes, please state below.								               Click or tap here to enter text.
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