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UCSD Human Research Protections Program

CONTINUING REVIEW FACEPAGES: BIOMEDICAL PROJECTS

	Instructions

	By federal regulation, research involving human subjects is subject to continuing review at intervals appropriate to the degree of risk, but not less than once per year. Projects may have a maximum project duration of up to seven years, i.e., initial review and up to six cycles of continuing review. At the end of this period, the project must be resubmitted as a new application. This form is designed to provide the information required for continuing review, when submitted along with the following:

1. The Narrative Summary of Progress to Date
2. A copy of the stamped approved informed consent/assent document(s) currently in use

3. A copy of any site monitoring reports, audits and other reviews that have occurred since last IRB review

4. Links to or copies of publications associated with this study

5. A “clean” copy of the consent/assent documents for “restamping”

Mail the completed, signed copy of this form, and the copy of the stamped, approved informed consent/assent document(s) currently in use to the UCSD HRPP, mailcode 0052, 9500 Gilman Drive, La Jolla, CA 92093-0052 or upload along with the other required documents using e-IRB Services. This should be done no later than 45 days prior to expiration. Keep a copy of this submission in your research records. For questions regarding the Continuing Review process, call 858-657-5100 or e-mail: hrpp@ucsd.edu.


	Section 1: IDENTIFYING INFORMATION

	Project
	HRPP Project Number:
	
	Principal Investigator:
	

	
	Title of Project:
	

	
	Initial Approval Date:
	
	Most recent re-approval Date:
	

	
	Expiration Date:
	
	Date submitted:
	

	Submitter
	Name:
	
	Phone:
	

	
	E-mail:
	
	Mail code:
	


	Section 2: CURRENT PROJECT STATUS

	Yes
	No
	

	
	
	Project has been activated

	
	
	Project is active now

	
	If No, enter the reason(s) study is not currently active. Check all that apply:

	
	
	Study is on hold

	
	
	Other, please explain: 
	

	
	If you wish to close or withdraw the study, please see here and follow the appropriate procedures.

	Yes
	No
	

	
	
	Study is closed to accrual at this time

	
	
	Study is open for data analysis only at this time


	Section 3: STUDY PARTICIPANT STATUS

	Number of participants enrolled since the beginning of the study:

	
	at UCSD 
	
	at Rady Children’s Hospital – San Diego

	
	at VA Medical Center, San Diego 
	
	at all sites nationally 

	
	at other local sites                     Please name other local site(s) here:
	

	Number of additional participants needed to complete the study:

	
	at UCSD sites
	
	at Rady Children’s Hospital – San Diego

	
	at VA Medical Center, San Diego
	
	at all sites nationally 

	
	at other local sites                     Please name other local site(s) here:
	

	For VA research, number of participants who are

	
	Female
	
	American Indian 
	
	Pacific Islander
	
	Hispanic or Latino

	
	Male
	
	Asian
	
	Black/African
	
	Vulnerable*


	Section 4: STUDY SAFETY INFORMATION

	 Yes
	No
	

	
	
	Has interim experience with this study or related studies, or new literature changed your assessment of potential risks and benefits?*

	
	
	Reports of adverse events at other sites (e.g., MedWatch, sponsor-supplied adverse event descriptions) have been received

	If Yes, have all adverse events at other sites been submitted to the IRB?
	Yes
	
	No**
	

	 Yes
	No
	

	
	
	Study has a Data and Safety Monitoring Board (DSMB) or equivalent

	If Yes, have DSMB or equivalent reports been provided to the PI?
	Yes
	
	No
	
	

	If Yes, have all reports been submitted to the IRB?
	Yes
	
	No**
	
	NA
	

	Enter numbers of participants enrolled on this protocol to date who have had:

	
	Adverse Events of any type***
	
	Death unrelated to study participation

	
	Death possibly related to study participation
	
	Death definitely related to study participation

	
	Complaints about the study communicated to study staff
	
	Early withdrawal


*
Include discussion of this item in the Narrative Summary of Progress to Date that accompanies these Facepages

**
Submit copies of any reports received that have not already been reported to the IRB at this time.

***
Ensure these events are described in the Narrative Summary of Progress to Date, Section 8 or Section 9, as appropriate. Note: Adverse Events and Serious Adverse Events at least probably related to the study may require reporting to the Research Compliance Program (see here).

Continued next page

	Section 5: AUDITS, REVIEWS AND OTHER INSPECTIONS*

	Yes
	No
	

	
	
	If this is a sponsored study, did the sponsor conduct a review or site monitoring visit since last IRB review?

	
	
	If this is a grant-funded study, were progress reports filed with the granting agency since last IRB review?

	
	
	If this study involves FDA regulated drugs or devices, have there been communications to/from the FDA regarding this study?

	
	
	Were there any other audits, reviews or inspections conducted during this period?


*For all Yes answers in Section 5, please attach a copy of the correspondence related to item, such as site monitor reports, grant progress report, FDA letters of findings, etc.

	Section 6: PROTOCOL AMENDMENTS

	Yes
	No
	

	
	
	Do you plan to make any changes to the protocol at this time?

	If Yes, an amendment request must be completed as a separate request to the IRB. All modifications must be approved prior to initiation except where necessary to eliminate immediate hazards to study participants.  


By signing below, you, the Principal Investigator, certify that the information provided about this study is accurate to the best of your knowledge, that you and the key personnel associated with the study have completed the appropriate CITI training, and that you agree to conduct the study in compliance with applicable UCSD, VASD, and Rady Children’s Hospital – San Diego policies as well as state and federal regulations.

In addition, if you are conducting VA research, by signing below, you certify that all subjects entered onto the master list of subjects for the study signed an informed consent form prior to undergoing any study interactions or interventions, unless the IRB has granted a waiver of informed consent or a waiver of the signed informed consent form.

	Section 7: SIGNATURES

	Principal

Investigator
	
	Date:
	

	Submitter
	
	Date:
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