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Holy Name University
Ethics Review Board (ERB)
	ERB Form No:                     
	

	
	[bookmark: _Toc106694541]Submission Checklist
	Version No:         
	

	
	
	Approval Date:  
	

	
	
	Effective Date:    
	



Important: The purpose of this checklist is to provide support for the HNU-ERB Secretariat conducting screening of submission materials

	Item No.
	Mandatory Documents
	Yes
	No
	NA

	1
	Cover Letter
	
	
	

	2
	Research Protocol Application Form
	
	
	

	3
	Protocol Review Assessment Form
	
	
	

	4
	Informed Consent Form (ICF) Checklist
	
	
	

	5
	Detailed Budget Sheet
	
	
	

	6
	Study Protocol
	
	
	

	7
	Informed Consent Form (ICFs) in English and local dialect (for studies with human participants)
	
	
	

	8
	Assent form in English and local dialect (for students involving minors and relevant subjects incompetent to sign an Informed Consent Form)
	
	
	

	9
	Data Collection Forms/Case Record Form
	
	
	

	10
	Curriculum Vitae (CV) of Principal Investigators and study makers
	
	
	

	11
	Document Receipt Form (one copy only)
	
	
	

	12
	National Commission for Indigenous People (NCIP) Clearance)
	
	
	

	13
	Site Profile
	
	
	

	14
	Certification of No Conflict of Interest 
	
	
	
























Cover Letter
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Holy Name University
Ethics Review Board (ERB)
	ERB Form No:                     
	

	
	Research Protocol Application Form
	Version No:         
	

	
	
	Approval Date:  
	

	
	
	Effective Date:    
	



Instructions to the Researcher: Please accomplish this form and ensure that you have included in your submission the documents that you checked below (in Section 3. Checklist of Documents).

	1. General Information

	A. *Title of Study
	

	B. *ERB Code
(To be provided by ERB)
	
	C. *Study Site
	

	D. *Name of Researcher
	
	E. Contact Information
	*Tel No:

	
	
	
	*Mobile No:

	F. *Co-researcher (if any)
	
	
	*Fax No:

	
	
	
	*Email:

	G. *Institution
	

	H. *Address of Institution
	

	I. *Type of Study
	[bookmark: Check1]|_|	Clinical Trial (Sponsored)
[bookmark: Check2]|_|	Clinical Trials (Researcher-initiated)
[bookmark: Check3]|_|		Health Operations Research (Health Programs and Policies)
[bookmark: Check4]|_| Social / Behavioral Research
[bookmark: Check5]|_|	Public Health / Epidemiologic Research
	
[bookmark: Check6]|_|	Biomedical research (Retrospective, Prospective and diagnostic studies)
[bookmark: Check7]|_| Stem Cell Research
[bookmark: Check8]|_| Genetic Research
[bookmark: Check9]|_| Others _____________________________

	
	[bookmark: Check10]|_| Others
___________________________________________________________________

	
	[bookmark: Check11][bookmark: Check12][bookmark: Check13]|_| Multicenter                      |_| Multicenter                   |_| Single Site
    (International)                                    (National)

	J. *Source of Funding
	[bookmark: Check14]|_| Self-funded
[bookmark: Check15]|_| Government-Funded
[bookmark: Check16]|_| Scholarship/Research Grant
	[bookmark: Check17]|_| Sponsored by a Pharmaceutical Company
     Specify: ____________________________
[bookmark: Check18]|_| Institution-Funded
[bookmark: Check19]|_| Others: 
_____________________________________

	K. *Duration of the Study:
	Start date:
End date:
	No. of Study Participants
	

	L. *Has the Research undergone Technical Review?
	[bookmark: Check20]|_| Yes (please attach technical review results)
[bookmark: Check21]|_| No

	M. *Has the Research been submitted to another REC?
	[bookmark: Check22]|_| Yes
	[bookmark: Check23]|_| No

	1. Brief Description of the Study

	





	1. Checklist of Documents

	Basic requirements:

[bookmark: Check24]|_| Letter request for review
[bookmark: Check25]|_| Endorsement/Referral Letter
[bookmark: Check26]|_| Full proposal / study protocol
[bookmark: Check27]|_| Technical Review Approval
[bookmark: Check28]|_| Curriculum Vitae of Researcher/s
[bookmark: Check29]|_| Informed Consent Form
[bookmark: Check30][bookmark: Check31]|_| English Version     |_| Filipino Version
[bookmark: Check32]|_| Others __________________
|_| Assent Form
|_| English Version     |_| Filipino Version
|_| Others __________________

	Supplementary Documents:

[bookmark: Check33]|_| Questionnaire (if applicable)
[bookmark: Check34]|_| Data Collection Forms (if applicable)
[bookmark: Check35]|_| Product Brochure (if applicable)
[bookmark: Check36]|_| Philippine FDA Marketing Authorization or Import License (if applicable)
[bookmark: Check37]|_| Permit/s for special populations (please specify)
_________________________________________
_________________________________________
|_| Others (please specify)
_________________________________________
_________________________________________


	Accomplish
__________________________________
Signature
Date Submitted:

	------------------------- To be filled by the ERB Secretariat -------------------------

	Completeness of Document
	[bookmark: Check38]|_| Complete
[bookmark: Check39]|_| Incomplete
	(place stamp here)

	Remarks
	
	

	Date Received
	
	

	Received by
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Holy Name University
Ethics Review Board (ERB)
	ERB Form No:                     
	

	
	Protocol Review Assessment Form
	Version No:         
	

	
	
	Approval Date:  
	

	
	
	Effective Date:    
	


Note:  To be filled-in by the reviewer
	Title of Study
	

	ERB Code
	
	Type of Review
	

	Project Leader
	
	Institution
	

	Reviewer
	
	Date Received
	Primary Reviewer
	|_| Yes      |_| No

	Guide questions for reviewing the proposal / protocol

	1) Does the study have social value?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment: (e.g. scientific value, relevance to national / community needs)


	2) Is the study background adequate?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	3) Are the research questions supported by the Review of Literature?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	4) Are the study objectives Specific, Measurable, Attainable, Realistic, Time-bound?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	5) Is the research design appropriate?

	· Is the population identified and defined?
	|_| Unable to Assess
	|_| Yes
	|_| No

	· Is the selection of study participants described?
	|_| Unable to Assess
	|_| Yes
	|_| No

	· Is the sample size justified?
	|_| Unable to Assess
	|_| Yes
	|_| No

	· Is the plan for data analysis described?
Are there dummy tables?
	|_| Unable to Assess
	|_| Yes
	|_| No

	
Comment:


	6) Does the research need to be carried out with human participants?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	7) Does the study have a vulnerability issue?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	8) Are appropriate mechanisms/interventions in place to address the vulnerability issue/s?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	9) Are there risks/ probable harms to the human participants in the study?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	10) Are there measures to mitigate the risks?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	11) Is the informed consent procedure / form made and culturally appropriate?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	12) Is / are the investigator/s adequately trained and do they have sufficient experience to undertake the study?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	13) Is there a disclosure of conflict of interest?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	14) Are the research facilities adequate?
	|_| Unable to Assess
	|_| Yes
	|_| No

	Comment:


	15) Are there any other concerns in the study?




Recommendation:	☐ Approved
			☐ Minor revision/s required
			   _____________________________________________________
			   _____________________________________________________
			  ☐ Major revision/s required
			   _____________________________________________________
			   _____________________________________________________
			☐ Disapproved
				Reasons for disapproval:
				   _____________________________________________________
				   _____________________________________________________ 

______________________________________                                        ______________________
         Name and Signature of Reviewer                                                      Review Date
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Holy Name University
Ethics Review Board (ERB)
	ERB Form No:                     
	

	
	Informed Consent Form (ICF) Checklist
	Version No:         
	

	
	
	Approval Date:  
	

	
	
	Effective Date:    
	


Note:  To be filled-in by the reviewer
	Title of Study
	

	REC Code
	
	Type of Review
	

	Proponent
	
	Institution
	

	Reviewer
	
	Date Received
	Primary Reviewer
	|_| Yes      |_| No

	Guide questions for reviewing the proposal / protocol

	1) Is it necessary to seek the informed consent of the participants?

	|_| Unable to Assess
	|_| Yes
	|_| No

	If NO, please explain.



	2) If YES, are the participants provided with sufficient information regarding:

	a) Purposed of the study?
	|_| Yes
	|_| No

	b) Expected duration of the participation?
	|_| Yes
	|_| No

	c) Procedures to be carried out?
	|_| Yes
	|_| No

	d) Discomforts and inconveniences?
	|_| Yes
	|_| No

	e) Risks (including possible discrimination)?
	|_| Yes
	|_| No

	f) Random assignment to the trial treatments?
	|_| Not Applicable
	|_| Yes
	|_| No

	g) Benefits to the participants?
	|_| Yes
	|_| No

	h) Alternative treatments/ procedures?
	|_| Not Applicable
	|_| Yes
	|_| No

	i) Compensation and/or medical treatments in case of injury?
	|_| Yes
	|_| No

	j) Who to contact for pertinent questions and/or for assistance in a research-related injury?
	|_| Yes
	|_| No

	k) Refusal to participate or discontinuance at any time will involve penalty or loss of benefits to which the subject is entitled?
	|_| Yes
	|_| No

	l) Extent of confidentiality?
	|_| Yes
	|_| No

	3) Is the informed consent written or presented in simple language that participants can understand?
	|_| Yes
	|_| No

	4) Does the protocol include an adequate process for ensuring that consent is voluntary?


	|_| Yes
	|_| No

	5) Do you have any other concerns?





Recommendation:	☐ Approved
			☐ Minor revision/s required
	
			   _____________________________________________________
 			   _____________________________________________________

			   _____________________________________________________

				
			☐ Major revision/s required

			   _____________________________________________________
			
			   _____________________________________________________

			   _____________________________________________________

	
			☐ Disapproved
	
				Reasons for disapproval:

				   ___________________________________________________
				
				   ___________________________________________________

				   ___________________________________________________



_________________________________                                 ______________________
        Name and Signature of Reviewer                                                      Review Date
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(This template is for research interventions that use questionnaires, in-depth
interviews or focus group discussions.)

 
Informed Consent Form for [Identity of the particular group of individuals
(e.g., clients, patients, community leaders, service providers) in the project
for whom this consent is intended]

1. KEY INFORMATION

	Study Title:

	Principal Investigator: [Name, Institutional Affiliation]

	Co-Investigator: [Name, Institutional Affiliation, otherwise delete]

	Faculty Advisor: [Name]

	Study Sponsor: [Name] or [write NONE/NA]



	 
1. Purpose of the Study
In a simple paragraph, explain the purpose, objective, and significance of the study. Do not describe in detail the reasons behind doing the study.

 	
1. Research Participants
Who will be your possible participants in the study? In this section, you will provide the inclusion criteria, exclusion criteria, and the withdrawal criteria. In the inclusion criteria, list all the characteristics of those eligible to join your study [age, language, ethnicity, religion, etc.]. In the exclusion, the attributes of those who will not be eligible to join [e.g. youth study EXCLUSION- ELDERLY]. Finally, withdrawal criteria. [when participant voluntarily withdraws].

This must be presented in simple, non-technical sentences.
		

1. Information about Study Participation
a. Location of the study
b. Description of the anticipated interaction with participants.
c. Data collection procedures (survey, interviews, phone calls, focus group discussion, observation, audio-visual recording, and other similar approaches
d. Sampling design (if any)
e. For studies that may be collecting sensitive information 
i. How will you secure the privacy of the participants?
ii. How will you keep the confidentiality of the information?
iii. Who has access to the information?
iv. Will the information be shared?
v. Will it be used for future studies?
f. Duration of the entire study
g. Duration of the gathering of the data
h. What will the participants do? How much time will they need to take part in the research?
i. Is there an opt-out option?


1. Study Risks and benefits
a. Risks that they may face
b. Benefits that they may gain
c. Measures to be taken when they encounter some risks while participating in the study.
d. Are there any third parties that may gain financial benefits or other forms of benefits from the study

1. Compensation, token, or gift [if any]

1. Contact person
Provide the name and contact information of someone who is involved, informed and accessible - a local person who can actually be contacted.



INFORMED Consent Form

I understand what the study is about and my questions so far have been answered. I agree to take part in this study. 

Print Legal Name: _____________________________________________________

Signature: ___________________________________________________________

Date of Signature (mm/dd/yy): ___________________________________________


Parent or Legally Authorized Representative Permission

I understand what the study is about and my questions so far have been answered. I agree for [my child] or [the person named below] to take part in this study. 


_________________________________________________
Print Participant Name 

___________________________________________________________________
Print Parent/Legally Authorized Representative Name 
Relationship to participant:  Parent   Spouse   Child   Sibling   Legal guardian  Other

_________________________________________________
Signature 				           Date				          

___________________________________________________________________
Printed Parent/Legally Authorized Representative Name (when two parent signatures are required) Two signatures are required for more than minimal risk research with no direct benefit to the child.
Relationship to participant:  Parent   Sibling   Legal guardian  Other

_________________________________________________
Signature 				           Date	







Visayan Version of the Informed Consent Form






























Data Collection Forms/Case Record Form (Questionnaires/Guide Questions)



















































Curriculum Vitae (CV) of Principal Investigators and study makers



















































DOCUMENT RECEIPT FORM  
  
	  
	HNU-ERB CODE  
	  

	Type of Submission  
	□ Initial Review                             □ Continuing Review  
□ Resubmission for re-review    □ Renewal  
□ Protocol Amendments             □ Protocol Termination  

	If an approved study, level of initial 
review  
	□ Exempted Review  
□ Expedited Review  
□Full Review  

	Protocol Title  
	 

	Cellphone Number  
	

	Email:  
	

	College:  
	

	Delivery route:  
	□ E-submission  	□ In-person  	  

	Documents submitted:  
	□ Complete  	□Incomplete, will submit on  

	 
	Comments  

	 
	  

	Received by/Sign:  
	 

	Date Received:  
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