
[bookmark: TEMPLATE-Human_Subject_Research_Initial_]HUMAN SUBJECT RESEARCH INITIAL REVIEW APPLICATION

This form is used for all researches submitted to the IRB. Please fill out this form and submit it along with:

	a. Research protocol submission checklist
	    b. Research protocol

	c.	Updated CV for all investigators
	    d. Data collection sheet

	e. NCBE certificates for all researchs ethics training course
	     f.	GCP Checklist


[bookmark: _GoBack]
	Protocol Title:
	Click or tap here to enter text.

	Principle Investigator:
	Click or tap here to enter text.

	PI National ID:
	

	Contact information:
	Mobile: Click or tap here to enter text.
	Phone:Click or tap here to enter text.
	Email: Click or tap here to enter text.

	
	
	Highest academic degree: Click or tap here to enter text.



	Funding Source (name of sponsoring Industry or Grant’s provider, N/A if none)
	  ☐ N/A  

Click or tap here to enter text.



	Research staff/Co-Investigators (including PI.)

	Name
	Role in the research(a)
	Involved in
consent?
	Any conflict of interest b
related to this research?

	Click or tap here to enter text.
	Click or tap here to enter text.
	
☐
	
	☐ No
	☐ yes

	Click or tap here to enter text.
	Click or tap here to enter text.
	
☐
	
	☐ No
	☐ yes

	Click or tap here to enter text.
	Click or tap here to enter text.
	☐

	
	☐ No
	☐ yes

	a Role in Research (please reflect the number below on the table above, investigator might take more than one role)

	1. Protocol Development
2. Decide on Subject Eligibility
	3. Records / Lab Reports /and Data Collection
4. Study-Specific Physical Exams and Medical History
	5. Lab Report Review

	6. Data Analysis (one person only)
7. Other (please specify)
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	Appendix A: Is this a Single-Site or Multi-Site study?

(If the study is multi-sites please complete all information below)
	
☐ Single-Site
☐           Multi-Site



	If Multiple-site: (The institution of the lead Researcher of a multi-site study or the institution which provides study-wide services such as for data coordination.)
	

	Coordinating Site Name
	Coordinating  Site Type
	Is that institution only involved as the coordinating center
Yes/No
	Point of Contact (POC)
	POC  Phone
	POC  Email
	

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	

	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	Click or tap here to enter text.	


	Product Use: Drug and Device	
(List all Unapproved drugs being used; Approved drugs whose use is specified in the protocol; and/or Foods or dietary supplements being evaluated to diagnose, cure, treat, or mitigate a disease or condition)

	Select Product Type
	Provide Generic Name
	Brand Name
	Check all what applies
	SFDA Approvals
· Provide IND number
· Provide communication or approvals
	If used investigational, Check:
	Describe storing, handling and administering

	☐Drug
☐ Device
	Click or tap here to enter text.	Click or tap here to enter text.	☐Used as per standard of care Protocol.
☐Used investigational.
	Click or tap here to enter text.	☐For a new indication.
☐for a new population, 
☐in a new way (for
example: different
dosages, different route of administration)
	

Click or tap here to enter text.

	
For each approved drug includes a copy of the package insert.
For each investigational drug (with an IND number), ensure that the application includes one of the following:
· Current investigator brochure
· Sponsor protocol with the( IND number)
· Communication from the sponsor with the IND number
· Communication from the SFDA with the IND number






	Department Chairperson / Center Director Acknowledgement

	By signing below, I certify that I have reviewed this research project in its entirety and it is feasible within resources.

	Signature
	Date

	Click or tap here to enter text.	Click or tap to enter a date.
	Principle Investigator Acknowledgement

	By signing below, I have:
· Obtained all the necessary department approvals
· Obtained the conflict of interest status (“yes” or “no”) for each research staff
· Obtained the agreement of each research staff to his/her role in the research
· Read and understood the MCHD INVESTIGATOR booklet, and will conduct this Human Research in accordance with requirements in the booklet.

	Investigator signature
	Date

	Click or tap here to enter text.	Click or tap to enter a date.


