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	UPCM RIDO ERB Form
ETHICS REVIEW BOARD ETHICAL REVIEW CHECKLIST 
	



	                                                                                                           Study Code: 



	TITLE: DEVELOPMENT OF CROSS-PROTECTIVE Leptospira VACCINES APPLICABLE IN PHILIPPINE SETTING


	PROPONENT: DR. NINA G. GLORIANI
Co - Investigators: 

Sponsor: JICA and PCHRD-DOST



For the Principal Investigator:

This checklist has been prepared to ensure that the protocol submission complies with GCP standards.  

· Please review the checklist carefully. 

· In the 2nd column, please indicate the page in the protocol where the item (if applicable to your study) can be found. 

· Write N/A if not applicable. 

· Write your other remarks in the column.
For the Reviewer:
· In the 3rd column, please write your remarks.

· Indicate if item is:
· adequately addressed (√)
· not applicable (n/a)
· If the item is not adequately addressed – please write your remarks regarding the issue which P.I needs to address.
REVIEW of the PROTOCOL

	I. Review of Ethical Issues Involved in the 

   Protocol
	To be filled up by Principal Investigator


	Remarks by Reviewer

	
	Page/Paragraph No.

and PI’s remarks
	

	1. Were potential conflicts of interest between the Principal Investigator (PI) and the participant disclosed and addressed?

	NA
	

	2. Has a scientific/technical review been done by your Department’s RIDO-TRB representative?


	NO
	

	3. Has the protocol been submitted to/approved by an ERB elsewhere? 

a. If yes, please submit the result of the ERB review elsewhere with the documents for your present application.
	NO
	

	4. Is there a section on ethical concerns in the protocol? 

a. Are possible ethical issues identified? [gender, culture, equity (fairness in treating people without prejudice
)] 
b. Is the informed consent process clearly described?
	NO
	

	I. Review of Ethical Issues Involved in the 

   Protocol
	To be filled up by Principal Investigator


	Remarks by Reviewer

	
	Page/Paragraph No.

and PI’s remarks
	

	5. Is the investigator qualified to undertake the study? 
a. Please submit updated CV of investigator (s) and research staff

b. If applicable, please submit certified true copy of GCP training certificate.

c. If the study involves patients, procedures outside the expertise and/or experience of the investigator, does the study include a consultant with the necessary qualifications?
	a. ) YES, Attached is a copy of the updated CV

	

	6. If the research is collaborative in nature, are there statements that ensure protection of:

a. intellectual property rights 
b. publication rights
Is a MOA available/or being executed?
	NA 
	

	7. Is the recruitment/enrollment process consistent with the study design? 

a. Where and how will the recruitment be done?

b. Are there other study sites?

c. Are participants selected equitably?

· In the inclusion/exclusion criteria for selection of research participants, are certain populations unjustly excluded?

· Are the biases justifiable and duly explained in the protocol?

d. Please submit samples of posters signs, announcements etc. which will be used for recruitment
	NA
	

	8. Are there adequate provisions to

a. protect the privacy of participants? 

b. maintain the confidentiality of data?
	NA
	

	9. Is the use of a placebo justified?

a. If the universal standard of care is not available, will locally appropriate and acceptable care be used?
	NA
	

	10. Are possible risks identified? (Physical ,Psychological, Social, Economic)

a. What measures will be undertaken to mitigate the risks?
	NA
	

	11. Are possible adverse events identified?

a. What are the possible measures to minimize the adverse events?
	NA
	

	12. Determine the benefits of the study procedures.

a. Is there prospect of direct benefit to subjects?

b. If the research involves no prospect of direct benefit to individual participants, is it likely to yield generalizable knowledge about the participants disorder or condition
	NA
	

	13. If the participant is a minor is an assent form included in this submission?
	NA
	


REVIEW of INFORMED CONSENT DOCUMENTS

For the Principal Investigator:
· Please review the checklist carefully. 

· In the 2nd column, please indicate the page &/or paragraph number in the Informed Consent document (ICD) where the item (if applicable to your study) can be found. 

· Write N/A if not applicable. 
· Write your other remarks on the column
For the Reviewer:
· In the 3rd column, please write your remarks.

· Indicate if item is:
· adequately addressed (√)
· not applicable (n/a)
· If the item is not adequately addressed – please write your remarks regarding the issue which P.I needs to address.
	II.  Review of the Informed Consent Documents


	To be filled up by Principal Investigator


	For the Reviewer: 

Please write your remarks here. 

	
	Page

/Paragraph No. in ICD
	

	1. Are the following items included in the consent documents?

a. An explanation that the study involves research

b. Title of the study

c. Objectives of the study

d. Design of the study

e. Nature of participation (treatment or control)

f. Possibility for random allocation

g. Place where the study will be conducted

h. Expected duration of participation

i. Responsibilities of the participant

j. Number of patients to be recruited from UP-PGH
	NA

	

	2. Is the content of the ICD consistent with the protocol?


	NA
	

	3. Are the study procedures written in a way that a layman can understand?

	NA
	

	II.  Review of the Informed Consent Documents
	To be filled up by Principal Investigator


	For the Reviewer: 

Please write your remarks here

	
	Page

/Paragraph No. in ICD
	

	4. Is the participant informed about the possible risks of each procedure and / or drug?
	NA
	

	5. Is the participant informed about the possible benefits of each procedure and / or drug?
	NA
	

	6. Is the participant informed about the possible adverse effects of each procedure and/or drug?


	NA
	

	7. Is there a statement about compensation for study/ trial-related expenses?


	NA
	

	8. Is there a statement about compensation and/or medical treatments in case of injury during the study?


	NA
	

	9. Is there provision for free contraception of choice?


	NA
	

	10. Is the participant given time to consider participation?


	NA
	

	11. Is the participant assured that his involvement in the study is voluntary?


	NA
	

	12. Is the participant assured that he can withdraw anytime without prejudice to the medical care he is receiving or will need?


	NA
	

	13. Will the participant be ensured of timely information that may affect his willingness to continued participation in the trial? 


	NA
	

	14. Is the participant informed about the availability of alternative treatments and where to get them?


	NA
	

	15. Is there a statement about what will be done with left-over specimens?


	NA
	


	II.  Review of the Informed Consent Documents
	To be filled up by Principal Investigator


	For the Reviewer: 

Please write your remarks here

	
	Page

/Paragraph No. in ICD
	

	16. Is there a statement about the right of the participant to learn about results of tests?
	NA
	

	17. Is there a statement about where the study is to be used (publication, marketing etc…)?


	NA
	

	18. Is the one who will get the consent identified in the protocol?
	NA
	

	19. Is there adequate space in the ICD for the name, signature, and contact numbers of the following?

a. Person who will get informed consent

b. Participant
c. Witnesses
d. Surrogate for participants who are incapacitated*
e. Guardian/parent (for minors)*
*Is relationship to participant specified?


	NA
	

	20. Is the name and contact number of the PI/Study Coordinator indicated in the ICD?


	NA
	

	21.   Is the name and contact number of the Ethics Review Board (ERB) Chair indicated in the ICD?


	NA
	

	22.   Is there a faithful translation (not necessarily literal) of  the ICD from English to the local language?

	NA
	

	 23.    Is the ICD (in the local language) written in such a way that it is consistent with the Filipino culture of respect?

For example, the RIDO ERB recommends that the ICD be written in the 2nd person (formal, polite): 

“Kayo po ay inaanyayahang lumahok sa pag-aaral na pinamagatang “……”. Instead of “Ikaw ay…. if the subject is an adult).
	NA
	


How do you rate the risk to participant involved in this study?

(   )Minimal     (   )Moderate   (   )More than moderate  (   )Severe

What is the recommended action on the submitted protocol package?
( ) Approved

(  )To be Modified

( ) Disapproved 

Signature: ____________________________

Name of Reviewer:  ____________________
Date: ________________________________

This protocol was taken up at the   no. of_meeting of the ERB on _________________________.
NOTE:

A study presents minimal risk if "the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests." 

A study has more than minimal risk (moderate to severe)  if as a result of research participation, the subjects would be exposed to more than a remote possibility of "substantial or prolonged pain, discomfort, or distress" or "clinically significant deterioration of a medical condition”

(http://bioethics.georgetown.edu/nbac/capacity/Assessment.htm#Para5, accessed 30 June 2009)

A study with severe risk to participants is disapproved unless there is a  strong justification for the study to be conducted, in which case additional safeguards are recommended.

Guide re Assent Form:

	   Age of Minor                 


	Guidelines

	0- less than 7 yrs                       
	Oral assent only , meaning the parents are largely responsible for the child’s response to the procedures to be done.  However,  any sign of dissent on the part of the child (e.g. refusal of a procedure) must be respected.



	7 to less than 14 yrs                
	Oral or  Written assent, depending on risk  of study. The study is explained to the child in an   appropriate language taking into consideration  the child’s capability to understand the procedures. Oral assent means that the child does not sign on the document. Written assent means the participant signs on the document. Either way,  there must be a statement in the protocol on how the oral or written assent is to be obtained and documented. 



	14 to 19 years of age            
	Regular ICD may be used where the Signature of participant is added to the parents’ signatures. If participant cannot understand the regular ICD, and appropriate  assent form has to be prepared.
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