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1. Purpose

To describe the procedures when protocol submissions are classified for full

board review

2. Scope

This SOP applies to the review and approval of study protocols or amendments

with medium to high risk to study participants and major revisions in the

protocol or informed consent. The submission procedures are the same as first

time submission.

3. Responsibility

It is the responsibility of the Secretariat to manage the document submission,

send protocol documents to the primary reviewers, refer the protocol to full

board meeting for discussion and decision, communicate the review results to

the Principal Investigator, keep copies of the documents in the protocol files and

update the protocol entry in the IRB database.

It is the responsibility of the Chairman to assign a medical member as the

primary reviewer of the methodology/scientific part of the protocol depending

on the nature of the study.  A non-medical member is assigned as the primary

reviewer of the informed consent.

It is the responsibility of the primary reviewers to review the protocol and

related documents by using the assessment forms and make a recommendation

for appropriate action.

The following are types of protocols that should undergo full board review after

initial submission:

 Clinical trials about investigational new drugs, biologics or device in various

phases (Phase 1, 2, 3)

 Phase 4 intervention research involving drugs, biologics or device

 Protocols including questionnaires and social interventions that are

confidential in nature (about private behavior, e.g. related to sexual

preferences etc., or about sensitive issues that may cause social stigma) that

may cause psychological, legal, economic and other social harm

 Protocols involving vulnerable subjects (individuals whose willingness to

volunteer in a clinical trial may be unduly influenced by the expectation of

benefits associated with participation or of a retaliatory response in case of
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refusal to retaliate, patients with incurable diseases, persons in nursing 

homes, unemployed or impoverished persons, patients in emergency 

situations, ethnic minority groups, homeless persons, nomads, refugees, 

minors and those incapable of giving consent) that require additional 

protection from the IRB during review 

 Protocols that involve collection of identifiable biological specimens for

research

Criteria for Full Board Review of Resubmissions/ Amendments/ Reports 

 Major revisions of the protocol and informed consent after initial review

 Amendments that involve major changes from previously approved protocol

or consent form (major changes in the inclusion/ exclusion criteria, safety

issues, etc.)

 Major amendments that change the risk/ benefit ratio

 Major protocol violations

 Progress/ Final reports that deviate from original approval given by the IRB

 Onsite SAEs or SUSARs that may require protocol amendment or reconsent

of participants

The Secretariat is responsible for receiving, verifying and managing the contents of 

both the hard copies and the electronic version (if any) of the submitted protocol 

package. In addition, the Secretariat should create a specific protocol file, make 

copies of the file and then distribute the copies to the CHH IRB reviewers, together 

with a cover letter where the due date for returning the reviewed protocol is 

indicated. It is the responsibility of the assigned reviewers to thoroughly review the 

study protocols delivered to them, give their decision, observation and comments 

and put all of this in the Study Assessment Forms before returning the reviewed 

protocol and assessment form to the Secretariat on the due date. 
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4. Flowchart

No. ACTIVITY RESPONSIBLE PERSONNEL 

I Secretariat 

II Member-Secretary/ Chair 

III Member-Secretary/ Chair 

IV Secretariat 

V Primary Reviewers 

VI Secretariat/ Members 

VII Principal Investigators 

Receive the submitted 

documents and forwards to 

the Chair or Member-

Secretary 

Determine that the protocol qualifies 

for Full Board review 

Assign primary reviewers for Scientific 

issues and for Informed Consent 

Review the protocol documents using 

the assessment forms and submit the 

decision/ recommendation to the 

Secretariat 

Include the protocol in the meeting 

agenda for discussion to arrive at a 

decision through full board 

If modifications are required, revise the 

protocol or related document and 

resubmit to the IRB 

Distribution of protocols to primary 

reviewer and to other members 
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VIII Primary Reviewers 

IX Secretariat 

X Secretariat 

XI Secretariat 

Check and review revisions and refer to 

full board for decision 

After board approval, prepare the 

Approval Letter to be signed by the 

Chair and sent to the PI 

Keep copies of all documents in the files 

Update the protocol entry in 

the IRB database 
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5. Detailed Instructions

5.1 Receive the protocol package 

 Check the completeness of the protocol package.

 Fill in the “Document Receipt Form” (ANNEX I, HRP-IRB-011)

upon receiving the package, indicate the date and affix reviewer's

signature.

 Return the signed acknowledgment form back to the representative of

the principal investigators

5.2  Determine if the protocol qualifies for full board review, select primary 

reviewers with appropriate qualifications (clinician with expertise related to 

the protocol and non-medical person to review the consent form.) An 

independent consultant may be invited to provide expert opinion. 

 Send the protocol files together with the assessment forms to the

primary reviewers/ independent consultant.

 Note the due date for submitting the results (accomplished checklists)

and the protocols back to the IRB Secretariat.

5.3  Review the Protocol 

a. Use the Assessment Review Form to review the protocol and the consent

form and write relevant comments and or recommendations

(refer to ANNEX II)

b. Check the CV or information about the investigators (including GCP

training for clinical trials), the study sites and other protocol related

documents, including advertisements.

 Consider whether study and training background of the principal

investigator/s are related to the study.

 Look for disclosure or declaration of potential conflicts of interest.

 Non-physician principal investigators should be advised by a

physician when necessary.

 Determine if the facilities and infrastructure at study sites can

accommodate the study.

c. Check the "Assent Form" if the protocol involves children or other

vulnerable groups as study participants based on PHREB guidelines. The

procedure for getting the assent of vulnerable participants should be clear

(the objective of the study and the procedures to be done should be

explained to the child or vulnerable participant separately).
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5.4 The primary reviewers are advised to note the following Review Guidelines: 

 The protocol manifests scientific validity and contains all the

standard sections to ensure scientific soundness.

 In assessing the degree of risk against the benefit, determine whether

the risks are reasonable in relation to anticipated benefits; and/or if

the risks can be minimized.

 Study participants are selected equitably especially if randomization

is not to be used. Study participant's information sheet should be

clear, complete and written in understandable language.

 There is voluntary, non-coercive recruitment of study participants.

 The Informed Consent is adequate, easy to understand and properly

documented.

 There should be a translation of the Informed Consent document into

the local dialect which should be comprehensible by the general

public.

 The procedure for getting the Informed Consent is clear and

unbiased.

 The persons who are responsible for getting the Informed Consent are

named and they introduce themselves to the study participants.

 The research plan makes adequate provision for monitoring data

collection to ensure the safety of study participants, where

appropriate.

 There are adequate provisions to protect the privacy of study

participants and to maintain the confidentiality of data, where

appropriate.

 There is provision for compensation to study participants. There

should be reasonable provision for medical/psychosocial support;

treatment for study related injuries, as well as compensation for

participation to cover expenses like transport and lost wages because

of participation.

 There are appropriate safeguards included to protect vulnerable study

participants.

 Contact persons with address and phone numbers are included in the

Informed Consent.

 There is clear justification for the use of biological materials and a

separate consent form for future use of biological specimens.

 There are appropriate contracts or memoranda of understanding

especially in collaborative studies.
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5.5 Examine community involvement and impact/ benefit of the study to the 

community and/ or the institution. If relevant, the reviewer looks for the 

following in the protocol: 

 Community consultation

 Involvement of local researchers and institutions in the protocol

design, analysis and publication of the results

 Contribution to development of local capacity for research and

treatment in benefit to local communities

 Sharing of study results with the participants/ community

5.6 After reviewing the protocol and the documents, the reviewer recommends a 

decision. 

 Record the decision by marking the appropriate block in the CHH

IRB Decision Form: Approved, Disapproved, Resubmission or Needs

Clarification.

 Include comments and reasons for disapproval.

 Check the completeness and correctness of marked items in the

Assessment Report Forms. Indicate the date and affix the reviewer's

signature in the CHH IRB Decision Form.

 Submit the completed forms to the Secretariat together with the

protocol documents

5.7 Include the protocol in the next meeting agenda. 

5.8 Conduct a full board meeting to discuss and make a decision about the 

protocol and related documents. 

5.9 For CHH funded proposals, a member of the TRC shall sit in the full board 

meeting as a consultant to explain technical issues. For non-CHH funded 

proposals, the IRB may request for comments/ approval from other IRB-

TRC to provide additional inputs as deemed necessary.  

5.10 The members of the IRB attending the full board meeting arrive at a 

decision on the protocol for approval, minor revision, major revision for 

resubmission or disapproval. 

5.11 If the study is approved, the CHH IRB determines the frequency of 

continuing review. 
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5.12 The Secretariat sends an action letter/approval letter, the IRB Approval 

Form with a list of approved documents and a copy of the Guidelines for 

Reporting Adverse Events to the principal investigator.  

(refer to ANNEX IV) 

5.13 The letter contains identification of the document approved with version 

numbers and dates, the frequency of continuing review and the 

responsibilities of the principal investigator throughout the course of the 

study.  

5.14 If the CHH IRB votes not to approve the study, the Secretariat shall notify 

the principal investigator in writing about the decision and the reason for not 

approving the study. 

5.15 If the principal investigator wishes to appeal the IRB decision, he/she may 

do so through a written request submitted to the CHH IRB. 

5.16 If the CHH IRB requires modifications to any of the documents, the 

Secretariat prepares a letter to the Principal Investigator and identifies the 

necessary revisions to the documents before resubmission to the IRB. 

5.17 If the protocol is approved, the Secretariat drafts the approval letter, 

forwards it to the Chair to sign, then sends it to the principal investigator. 

There should be a file/ received copy with specific date. All information 

regarding the date of the CHH IRB decision such as the date when decision 

was written and signed by the Chair, and date when it was delivered to the 

principal investigator, are entered in the IRB database. 

5.18 All meeting deliberations and decision regarding a protocol are noted in the 

meeting minutes, with relevant sections filed in the specific protocol file. 

5.19 The IRB database is updated to record the decision. Copies of the 

assessment forms are kept in the protocol files. 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 10 of 23 

Title: 

2.2. Full Board Review 

6. ANNEX  I: Document Receipt Form

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 11 of 23 

Title: 

2.2. Full Board Review 

ANNEX II: Assessment Report Form (I. Methodology) 
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Assessment Report Form (I. Methodology) 
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Assessment Report Form (II. Informed Consent) 
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Assessment Report Form (II. Informed Consent) 
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Assessment Report Form (III. Monitoring and Observation) 
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ANNEX III: CHH IRB Decision Form 
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ANNEX IV: CHH IRB Approval Form 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 18 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 19 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 20 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 21 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 22 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/007/05 

Effective date: 

01 January 2017 

Page 23 of 23 

Title: 

2.2. Full Board Review 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 




