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DATE

	
Title of Study:

	
Principal Investigator:

	
Co-Investigator



I. INSTRUCTIONS
If study initially required a full review- complete sections II through

If study initially required an expedited review- complete sections III and V



II. CUMULATIVE SUMMARY OF PARTICIPANTS ENROLLED TO DATE
	A.   Number of Participants Signed Consent Form/Enrolled
	

	B.	Number Found Ineligible
	

	C.	Number Withdrew Consent
	

	D.	Number Currently Active/On Study
	

	E.	Number Completed (without events leading to early termination)
	

	F.	Number Terminated Due to Adverse Events
	

	G.   Number Terminated Due to Other Reasons (provide detail in progress report)
	

	H.   Number Lost to Follow-up
	

	I.	Number of Other (participants not accounted for above, provide details in progress report)
	

	Total of B through I should equal A: (number of participants signed consent form)
	



III. PROGRESS REPORT
(Complete all sections in sufficient detail to assess current risk/benefit ratio)
The primary purpose of continuing review is to re-assess the risk-benefit ratio at intervals appropriate to the
degree of risk associated with the study procedures, but not less the once per year. At the time of continuing review, the CPHPR must ensure that the regulatory criteria for CPHPR approval at 45 CFR 46.111, and when applicable, at 21 CFR 56.111, continue to be satisfied. Please answer the following questions so that both you and the CPHPR can determine whether any new information has emerged, either from the research itself or from other sources that could alter the CPHPR’s previous determinations, particularly with respect to risk to participants.

UNANTICIPATED PROBLEMS INVOLVING RISKS TO PARTICIPANTS OR OTHERS

ADVERSE EVENTS
Since the last CPHPR review, have any unexpected adverse events occurred that were considered more likely than not related to participation in the research?  ___YES ___NO

If YES, please provide a summary of the unexpected events that occurred, and any changes made to the protocol and/or consent form as a result.

NOTE:  All unexpected adverse events that, in the opinion of the investigator, are more likely than not related to the study procedures must be reported to the CPHPR.

MAJOR PROTOCOL VIOLATIONS
Since the last CPHPR review, have any major protocol violations involving risks to participants or others occurred?  ___YES ___NO

If YES, please provide a summary of protocol violations involving risks to participants or others, and any changes made to the protocol and/or consent form as a result.

Have all of these major protocol violations been reported previously to the CPHPR? ___YES ___NO

NOTE:  All unanticipated problems, including protocol violations or deviations, must be reported to the CPHPR.


COMPLAINTS ABOUT THE RESEARCH
Since the last CPHPR review, have any participants or others complained about the research? 
	___YES ___NO

If YES, please provide a summary of the complaints and how they were resolved.



OTHER UNANTICIPATED PROBLEMS
Since the last CPHPR review, have any other unanticipated problems involving risks to participants or others occurred, for example, medication or laboratory errors, loss or unintended disclosure of confidential information, investigator suspension or termination?  ___YES ___NO

If YES, please provide a summary of the other unanticipated problems involving risks to participants or others, and any changes made to the protocol and/or consent form as a result.

Have all of these unanticipated problems been reported previously to the CPHPR? ___YES ___NO

If NO, describe the unanticipated problem.
NOTE:  All unanticipated problems, including protocol violations or deviations, must be reported to the CPHPR.



IV. PROGRESS REPORT AND INTERIM FINDINGS


PROGRESS REPORT AND FINDINGS TO DATE
Provide a brief general summary of the progress of the study.


Has there been an interim analysis or are there any interim findings to report? ___YES ___NO
If YES, please provide results of interim analysis or a summary of any findings to date.




OTHER INFORMATION RELEVANT TO THE RESEARCH
Since the last CPHPR review, have there been major advances which would alter the risk/benefit assessment of the study?  ___YES ___NO

If YES, please provide a summary of relevant information. Provide key references if desired, and interpretation/commentary.
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AMENDMENTS / PROPOSED CHANGES TO THE RESEARCH
Are any changes to the research proposed at this time? ___YES ___NO	

If YES, please attach Amendment Form detailing proposed changes.

NOTE: The CPHPR must approve all changes to protocols and consent forms and other study 
documents (questionnaires, recruitment letters, advertisements, and changes in study staff) prior to implementation.



V. ATTACHMENTS

___ Proposal Submission Form: Current dated version of the detailed proposal form, which must incorporate CPHPR approved changes to date (highlight any changes proposed with this continuing review submission, if applicable) Version:

___ Research Consent Forms:  Copy of most recent CPHPR approved consent forms.



CERTIFICATION:

I certify that this protocol is being conducted with strict adherence to the federal and state regulations, and institutional policies governing the protection of human participants of research, including applicable institutional credentialing requirements.

	Print Name of Principal/Overall Investigator: __


	Signature of Principal/Overall Investigator: __


	   Date: 




