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1. Purpose

This standard operating procedure is designed to describe how the Secretariat of

the Institutional Ethics Committee / Institutional Review Board (CHH IRB)

manages protocol submissions to the CHH IRB.

2. Scope

Protocol submissions include:

 Submission for Initial Review

 Resubmission of Protocols with Corrections

 Protocol Amendment

 Continuing Review of Approved Protocols

 Protocol Termination

3. Responsibility

It is the responsibility of the CHH IRB Secretariat to receive, record, distribute

for review and get the submission packages approved by the CHH IRB, and to

prepare them for pickup by the study coordinator
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4. Flowchart

No. ACTIVITY RESPONSIBLE 

PERSONNEL 

I CHH IRB Secretariat 

II 

CHH IRB Secretariat 

III CHH IRB Secretariat 

IV CHH IRB Secretariat 

5. Detailed instructions

5.1 Receive submitted package

5.1.1 Initial Review Application 

 Go to 5.2.

5.1.2 Resubmission of Protocols with Corrections 

 Retrieve the previous receipt form from the Secretariat’s records.

 Go to step 5.2.1.2

5.1.3 Protocol Amendment 

 Retrieve the previous receipt form from the Secretariat’s records.

 Go to step 5.2.1.3

5.1.4 Continuing Review of Approved Protocols 

 Retrieve the previous receipt form from the Secretariat’s records.

 Go to step 5.2.1.4

Check for completeness of 

submitted package 

Receive submitted 

Package 

Store the received 

package 

Process submitted package 
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5.1.5 Protocol Termination 

 Retrieve the previous receipt form from the Secretariat’s records.

 Go to step 5.2.1.5

5.2 Check for completeness of submitted package 

5.2.1 Get relevant forms: 

5.2.1-1 Initial Review Application 

 a checklist for Contents of a Submitted Package,

(see ANNEX 1_HRP-IRB-008)

 a checklist for IRB Application Information Sheet,

(see ANNEX 2_HRP-IRB-009)

 an IRB Application Form and Questionnaire,

(see ANNEX 3_HRP-IRB-010)

 a Document Receipt Form

(see ANNEX 4_HRP-IRB-011); and

 Go to step 5.2.2

5.2.1-2 Resubmission of Protocols with corrections

 a review of resubmitted protocol form, HRP-IRB-016,

(see ANNEX 5)

 a checklist for Contents of a Submitted Package,

(see ANNEX 1, HRP-IRB-008)

 a Document Receipt Form

(see ANNEX 4, HRP-IRB-011); and

 Go to step 5.2.2

5.2.1-3 Protocol Amendments

 a checklist for Contents of a Submitted Package,

(see ANNEX 1, HRP-IRB-008)

 a Document Receipt Form

(see ANNEX 4, HRP-IRB-011); and

 Go to step 5.2.2

5.2.1-4 Annual Continuing Reviews of Approved Protocols

 a checklist for contents of a submitted package, form

HRP-IRB-008 (see ANNEX 1),

 a document receipt form, HRP-IRB-011, (see ANNEX 4)

and

 a review of resubmitted protocol form, HRP-IRB-016,

(see ANNEX 5)

 Go to step 5.2.2
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5.2.1-5 Protocol Termination 

 a checklist for contents of a submitted package form,

HRP-IRB-008 (see ANNEX 1),

 a document receipt form, HRP-IRB-011 (see ANNEX 4)

 a review of resubmitted protocol form, HRP-IRB-016,

(see ANNEX 5)

 Go to step 5.2.2

5.2.2 Fill in the forms: 

 Give the Document Receipt Form HRP-IRB-011 (ANNEX 4) and

the form HRP-IRB-010 (ANNEX 3) to the applicants to fill up

the relevant information.

5.2.3 Verify Contents of Submitted Package 

 Use the checklist for contents of a submitted package, form HRP-

IRB-008, (ANNEX 1).

 Check the applicable documents to ensure that all required forms

and materials are contained within the submitted package.

 Verify contents of the protocol submitted package to include:

 Original Application Form for Initial Review

 Summary Sheet or Memorandum of the study Protocol

 Study Protocol and Protocol-Related Documents

 Check completeness of necessary information in the

Application Form for Initial Review.

 Check the  Summary Sheet or Memorandum of the study

protocol for inclusion of the followings:

 Title of the Protocol

 Principal Investigator

 Sponsor

 Abstract

 Type of Protocol (screening, survey, clinical trial

and phase)

 Objectives

 Anticipated Outcome

 Inclusion/Exclusion Criteria

 Withdrawal or discontinuation Criteria

 Modes of Treatment Studied

 Methodology (synopsis of study design)

 Analysis (methods)

 Activity plan / Timeline

 IND Number (if applicable)

 Schedule and Duration of Treatment

 Efficacy or Evaluation Criteria

(Response/Outcome)

 Safety Parameters Criteria (Toxicity)
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 Check the submitted Protocol and Related Documents

for the following contents:

 Subjects’ information sheets

 Informed Consent Form

 Case Record Form (CRF)

 Study budget and budget justification

 Agreement of the study

 Curriculum Vitae (CV) of investigators

 GCP training certificate the past 3 years

 Investigators’ Brochure

 See if changes made to the documents be underlined or

highlighted.

5.2.4 Return incomplete submission package to the PI with notification of 

missing items/documents 

5.3 Process submitted package 

 Get the Form HRP-IRB-011 (see ANNEX 4) and HRP-IRB-010 (see

ANNEX 3) back from the applicants.

 Verify for completeness of information and package.

 Stamp the receiving date on the letter and the first page of the documents.

 Initial the receiver’s name on the receiving documents.

 Create a Protocol Specific File

o Record the name and the number of the submitted protocol

o Record the receiving date and the name of the receiver

 Make a photocopy of the completed Form HRP-IRB-011.

 Return the original copy of the HRP-IRB-011 to the applicants for their

records.

 Attach the filled checklist (HRP-IRB-008) with the copy of the form

HRP-IRB-011 with a staple.

 Keep the copy of the submitted documents with original signatures in the

“Submission” file.

5.4 Store the received packages 

 Bind the packages together appropriately.

 Store the dated and initial original protocol packages on the CHH IRB

submission shelf for review in FIFO sequence.
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6. ANNEX 1:

HRP-IRB-008: Contents of a Submitted Package 
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ANNEX 2: 

HRP-IRB-009: IRB Application Information Sheet (page 1 of 2) 
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HRP-IRB-009: IRB Application Information Sheet (page 2 of 2) 
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ANNEX 3: 

HRP-IRB-010: IRB Application Form and Questionnaire (page 1 of 3) 
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HRP-IRB-010: IRB Application Form and Questionnaire (page 2 of 3) 
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HRP-IRB-010: IRB Application Form and Questionnaire (page 3 of 3) 
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ANNEX 4: 

HRP-IRB-011: Document Receipt Form 
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ANNEX 5: 

HRP-IRB-016: Review of Resubmitted Protocol 
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ANNEX 6: Flowchart for Full Board Review (page 1) 
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ANNEX 6: Flowchart for Full Board Review (page 2) 
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ANNEX 7: Flowchart for Expedited Review (page 1) 
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ANNEX 7: Flowchart for Expedited Review (page 2) 
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