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MDH_IRB FORM 2(A)2021:  REVIEW CHECKLIST
03/03/2021

Review Checklist 
	STUDY PROTOCOL INFORMATION

	MDH IRB Code:
	

	Study Protocol Title:
	     

	Principal Investigator: 
	<Title, Name, Surname>     

	Study Protocol Submission Date:
	<dd/mm/yyyy>     

	Verified Complete By:
	<Signature over Printed Name>


Please accomplish the checklist below of basic and study-specific documents and submit in six (6) copies of each forms to MDH IRB Secretariat at 8th Floor Norberto Ty Medical Tower 2, Manila Doctors Hospital, 664 T.M. Kalaw Street, Ermita, Manila 1000,  telephone number 5580888 local 4728.   Attach a cover letter for each package addressed to:


Dr. Angela Abanilla-Du

Chair

Institutional Review Board

Manila Doctors Hospital

Cut-off of submission is every 15th of the month except for the month of December which will be on the 5th.   IRB review is every last Tuesday of the month except for holidays, unforeseen events and eventualities, as well as the month of December.  Documents are to be submitted with the review fee.
Basic Documents for All Studies (6 copies)

 FORMCHECKBOX 
  Review Checklist [MDH IRB FORM 2(A)2021]
 FORMCHECKBOX 
  Printed Registration and Application Form[MDH IRB FORM 2(B)2021]
 FORMCHECKBOX 
  Study Protocol Assessment Form [MDH IRB FORM 2(C)2021]
 FORMCHECKBOX 
  Study Protocol

 FORMCHECKBOX 
  Data collection forms (including CRFs)

 FORMCHECKBOX 
  CV of PI and study team members

 FORMCHECKBOX 
  Good Clinical Practice (GCP) Training Certificate of Principal Investigator (PI), Co-Investigator (Co-I) and the research coordinators of the study team (for clinical trials); On-line GCP is accepted if submission is for renewal.

 FORMCHECKBOX 
  Electronic copy of study protocol,  MDH IRB FORM 2(A)2021, MDH IRB FORM 2(B)2021, MDH IRB FORM 2(C)2021, and MDH IRB FORM 2(D)2021
Additional Documents for Clinical Trials and other Industry-Sponsored Studies

 FORMCHECKBOX 
  Receipt of payment of Review Fee
 FORMCHECKBOX 

Investigator’s Brochure (for clinical trials phase I, II, III) or Basic Product Information Document (for clinical trials phase IV)

 FORMCHECKBOX 

Informed Consent Assessment Form (for studies with human participants) [MDH IRB FORM 2(D) 2021]

 FORMCHECKBOX 

Informed Consent Form in English (for studies with human participants)

 FORMCHECKBOX 

Informed Consent Form in local language (for studies with human participants)

 FORMCHECKBOX 

Assent form in English (for studies involving minors and relevant populations deemed incompetent to sign an informed consent form)

 FORMCHECKBOX 

Assent form in local language (for studies involving minors and relevant populations deemed incompetent to sign an informed consent form)

 FORMCHECKBOX 

Certificate of Indemnity Insurance coverage for participants

 FORMCHECKBOX 

Recruitment advertisements (as needed by the study protocol)

 FORMCHECKBOX 

Materials Transfer Agreement (MTA) (for any research involving transfer of biological specimens)

 FORMCHECKBOX 

Significant Risk (SR) or Non Significant Risk (NSR) classification for investigational device

 FORMCHECKBOX 

Memorandum of Agreement (for collaborative studies)

 FORMCHECKBOX 

 Other information or documents for participants as needed.

Additional Basic Documents for Studies initiated by Hospital and MDH Medical Staff, Fellows, Residents and Interns 

         FORMCHECKBOX 
  Certification of MDH Training Department Chairperson and Department Research Coordinator of technical assessment
         FORMCHECKBOX 
  Copy of Letter of MDH Committee on Research (CORES) Endorsement to MDH IRB
         FORMCHECKBOX 
  Certification of Technical Approval by MDH Committee on Research (CORES) Chair
 FORMCHECKBOX 
 Informed Consent Assessment Form (for studies with human participants) [MDH IRB FORM 2(D) 2021]

 FORMCHECKBOX 
  Informed Consent Form in English (for studies with human participants)

 FORMCHECKBOX 
  Informed Consent Form in local language (for studies with human participants)

 FORMCHECKBOX 
 Assent form in English (for studies involving minors and relevant populations deemed incompetent to sign an informed consent form)

 FORMCHECKBOX 
 Assent form in local language (for studies involving minors and relevant populations deemed incompetent to sign an informed consent form)

 FORMCHECKBOX 
   Recruitment advertisements (as needed by the study protocol)

 FORMCHECKBOX 
   Materials Transfer Agreement (MAT) (for any research involving transfer of biological specimens)

 FORMCHECKBOX 
   Significant Risk (SR) or Non Significant Risk (NSR) classification for investigational device

 FORMCHECKBOX 
   Memorandum of Agreement (for collaborative studies)

 FORMCHECKBOX 
   Other information or documents for participants as needed.

For revised study protocol of Hospital and  MDH medical staff: In case of major changes in the protocols deviating from the original, the PI should state that the research is a different version from the previous one and the new paper must be accompanied by all the documents required in Additional Basic Documents for Hospital and MDH Medical Staff Study. 
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