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Form AF/01-014/2022/01.7
Continuing Review Application Form TC "Appendix 1.  ERC Documents - Log of Copies "
TC "Appendix 1.  Annual Continuing Review Application Form"
	PROTOCOL No.:

	PROTOCOL TITLE:




	Ethical Approval period : 

	INSTITUTE MEDICAL ADVISOR:



	ACTION REQUESTED:

·  Renew - New participant accrual to continue

·  Renew - Enrolled participant follow up only

·  Terminate - Protocol discontinued 

HAVE THERE BEEN ANY AMENDMENTS SINCE THE LAST REVIEW?

· NO

· YES (Describe briefly in attached narrative)

SUMMARY OF PROTOCOL PARTICIPANTS:

          
Accrual ceiling set by MRIN EC/KEPK MRIN
          
New participants accrued since last review

           
Total participants accrued since protocol began

ACCRUAL EXCLUSIONS

· NONE

· MALE

· FEMALE

· OTHER (specify:                                                     )

IMPAIRED PARTICIPANTS

· None

· Physically

· Cognitively

· Both
HAVE THERE BEEN ANY CHANGES IN THE PARTICIPANT POPULATION, RECRUITMENT OR SELECTION CRITERIA SINCE THE LAST REVIEW?

· NO

· YES (Explain changes in attached narrative)

HAVE THERE BEEN ANY CHANGES IN THE INFORMED CONSENT PROCESS OR DOCUMENTATION SINCE THE LAST REVIEW?

· NO

· YES (Explain changes in attached narrative), please attach current informed consent document…..

	HAS ANY INFORMATION APPEARED IN THE LITERATURE, OR EVOLVED FROM THIS OR SIMILAR RESEARCH THAT MIGHT AFFECT THE MRIN EC/KEPK MRIN’S EVALUATION OF THE RISK/BENEFIT ANALYSIS OF HUMAN SUBJECTS INVOLVED IN THIS PROTOCOL?

· NO

· YES (Discuss in the attached narrative)

HAVE ANY UNEXPECTED COMPLICATIONS OR SIDE EFFECTS BEEN NOTED SINCE LAST REVIEW?

· NO

· YES (Discuss in the attached narrative)

HAVE ANY PARTICIPANTS WITHDRAWN FROM THIS STUDY SINCE THE LAST MRIN EC/KEPK MRIN APPROVAL?

· NO

· YES (Discuss in the attached narrative)

INVESTIGATIONAL NEW DRUG/DEVICE

(  NONE          
(   IND

(  IDE



FDA No. …………………………..                                                                                        


Name:  ……………………………                                                                                          


Sponsor:  …………………………                                                                                      



Holder: ……………………………

IONIZING RADIATION USE (X-rays, radioisotopes, etc)

· None

· Medically indicated only

HAVE ANY PARTICIPATING INVESTIGATORS BEEN ADDED OR DELETED SINCE LAST REVIEW?

· NO

· YES (Identify all changes in the attached narrative)

HAVE ANY NEW COLLABORATING SITES (INSTITUTIONS) BEEN ADDED OR DELETED SINCE THE LAST REVIEW?

· NO

· YES (Identify all changes and provide an explanation of changes in the attached narrative)
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	CHANGE IN MEDICAL ADVISOR / INVESTIGATOR?

· NONE

· DELETE:…………………………………………….

· ADD: …………………………………………………                                                                                         

	HAVE ANY INVESTIGATORS DEVELOPED AN EQUITY OR CONSULTATIVE RELATIONSHIP WITH A SOURCE RELATED TO THIS PROTOCOL WHICH MIGHT BE CONSIDERED A CONFLICT OF INTEREST?

· NO

· YES (Append a statement of disclosure)


	Results:


	Include the information below on the progress report 
(Use extra blank paper, if more space is required.)

1. Have there been any changes to the project since the previous ethics approval (Renewal or Amendment)?

2. Please list any Amendments that have been submitted since the date indicated on the Letter of Initial Ethics Approval

3. Please provide a brief summary of the progress of the study. 

4. If there is any protocol deviation / violation, give a brief explanation.
5. Include information surrounding study implementation details (such as the recruitment of participants) and whether or not the study is progressing as planned. 

6. Please document any issues that might pose a challenge to the study meeting its proposed timelines.  Attach supporting documents if necessary.

7. During the course of the project have any ethical concerns or difficulties arisen?

8. Has your study experienced any unanticipated problems?

9. Have all SAEs been reported since your study was initially approved?

10. If SAEs have occurred but have not been reported, please explain why they have not been reported, give details of these events, and provide your opinion on whether these are study-related, whether they affect the ethics of continuing the study, and whether they necessitate any changes to the informed consent process. Please provide an overall assessment.



	Signature of P.I.:


	Date:
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