
SOP/009/05 

Effective date: 

01 January 2017 

Page 1 of 13 

Title: 

3.2 Use of Study Assessment Form 



Table of Contents 


No. Content Page 

No. 

Table of Contents 1 

1. Purpose ……………………………………………...…………………………..… 2 

2. Scope …………………………………………………………………...……….… 2 

3. Responsibility …………………………………………………………………...… 2 

4. Flowchart ………………………………………………………………………..… 3 

5. Detailed Instruction ……………………………………………………………..… 4 

5.1 Summarize protocol in the Study Assessment Form ………………………... 4 

5.1.1 General Protocol Information ………………………………………. 4 

5.2 Review the study protocol …………………………………………………... 4 

5.3 Examine the qualification of investigators and of study sites….……………. 4 

5.4 Review study participation…………………………………………………... 5 

5.5 Examine community involvement and impact ………………...……………. 5 

5.6 The reviewer/s makes a decision…………………………………………….. 5 

5.7 Gather the assessment reports……………………………………………….. 5 

5.8 Record the CHH IRB decision………………………………………………. 6 

6. ANNEX

Annex 1: Assessment Report Form (Methodology) ………………………………. 7 

Annex 2: Assessment Report Form (Informed Consent)………………………….. 9 

Annex 3: Assessment Report Form (Monitoring and Observation)……………….. 11 

Annex 4: CHH IRB Decision Form……………………………………………….. 12 

7. References……………………………………………………………………..…… 13

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/009/05 

Effective date: 

01 January 2017 

Page 2 of 13 

Title: 

3.2 Use of Study Assessment Form 

1. Purpose

This SOP describes how the CHH IRB members use the assessment forms when

reviewing the study protocols initially submitted for approval.  The Study

Assessment Form (HRP-IRB-013 ver05) is designed to standardize the review

process and to facilitate reporting, recommendation and comments given to each

individual protocol.

2. Scope

This SOP applies to the review and assessment of all protocols submitted for initial

review and approval from the CHH IRB.  The specific questions in the Assessment

Form must be adequately addressed in the protocol itself and/or protocol-related

documents under review.

Relevant points made during discussion and deliberation about a specific protocol

should be recorded on the form.

The decision reached by the committee and the reasons for its decision is recorded on

the Study Application Assessment Form.

3. Responsibility

It is the responsibility of the reviewers to fill the assessment form along with

decision and comments they might have after reviewing each study protocol.  The

CHH IRB Secretariat is responsible for recording and filing the decision, relevant

points and deliberation about a specific protocol, including the reasons for that

decision.   The Chair of the CHH IRB must sign and date to approve the decision in

the form.
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4. Flowchart

No. ACTIVITY RESPONSIBLE PERSONNEL 

I 

               

                           

CHH IRB Secretariat 

II CHH IRB Members / Reviewers 

III 

CHH IRB Members / Reviewers 

IV CHH IRB Members / Reviewers 

V CHH IRB Members / Reviewers 

VI CHH IRB Members /  Reviewers 

VII 

CHH IRB Secretariat 

VIII CHH IRB Secretariat 

Review the Study 

Protocol 

Summarize protocol 

in the Study 

Assessment Form 

Examine the qualification of 

Investigators and of study 

sites 

Review study participation 

Examine community 

involvement and impact 

Record the CHH 

IRB Decision 

The reviewer/s makes a 

decision 

Gather the Assessment 

Reports 

CHONG HUA HOSPITAL 

INSTITUTIONAL REVIEW BOARD 

chh_irb@chonghua.com.ph 



SOP/009/05 

Effective date: 

01 January 2017 

Page 4 of 13 

Title: 

3.2 Use of Study Assessment Form 

5. Detailed Instructions

5.1 Summarize protocol in the Study Assessment Form

5.1.1 General Protocol Information 

- Record general information about the protocol in the form such as:

 Title of the protocol

 Protocol number and date

 Principal Investigators, license & contact number

 Co-investigators & contact number (if applicable)

 Sponsor & contact number

 Type of Study

 Duration of the study

 Status of the protocol  – Initial Review/ Resubmission/

Amendment

 Review status – Full Board / Expedited

 Primary Reviewer’s name

 Study Design and Objectives of the Study

5.2 Review the study protocol 

 Need for human participants of the study

 Objectives of the study

 Review of literature

 Sample size

 Methodology and Data Management

 Inclusion/Exclusion criteria

 Control arms (placebo, if any )

 Withdrawal or Discontinuation criteria

5.3 Examine the qualification of investigators and of study sites 

 Review CV of the PI

 Check for presence of current (within the past 3 years) GCP certificate of

training

 Consider whether study and training background of the participating

investigators relate to the study.

 Non-physician principal investigators (PI) should be advised by a physician

when necessary.

 Examine disclosure or declaration of potential conflicts of interest

 Can facilities and infrastructure at study sites accommodate the study?
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5.4 Review study participation 

 Voluntary, non-coercive recruitment/participation

 Procedures for obtaining informed consent

 Contents of the patient information sheet

 Contents and language of the informed consent document

 Translation of the informed consent document in the local

 Language used – plain and easy to understand by general public

 Contact persons with address and phone numbers

 Privacy and confidentiality

 Risks – physical / mental / social

 Benefits – to participants and to others

 Compensation – Reasonable / unreasonable

 Involvement of vulnerable participants

 Provisions for medical/psychosocial support

 Treatment for study related injuries

 Use of biological materials

5.5 Examine community involvement and impact (if applicable) 

 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

 Benefit to local communities

 Availability of study results

5.6 The reviewer/s makes a decision 

 Get the Assessment Report Form (HRP-IRB-013 ver05, see ANNEX 1-3)

 Record the decision by marking in the desired block any of the following:

“Approved, Needs Clarification, Resubmission and Disapproved.”

 Include comments, suggestion and reason for disapproval.

 Check the completeness and correctness of the assessment form.

 Sign and date the CHH IRB Decision form (HRP-IRB-014 ver05, see

ANNEX 4)

 Give or send the complete forms to the CHH IRB Secretariat.

5.7 Gather the assessment reports 

 CHH IRB Secretariat collects the assessment forms and the review result

from each reviewer.

 Organize the forms in order.
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 Summarize the comments, suggestions, and opinions of each study in the meeting

agenda.

 Follow SOP on Preparation of meeting agenda and minutes.

5.8 Record the CHH IRB decision 

 Get the CHH IRB’s decision form (HRP-IRB-014 ver05), see ANNEX 4.

 Complete the information. (by the Secretariat)

 List participating members and their votes.

 Summarize the guidance, advice and decision reached by the CHH IRB members.

 Sign and date the document. (by the Chairperson of the CHH) Make a copy of the

completed decision form.

 Keep the original copy in the file labeled “CHH IRB’s decision”.

 Keep the copy of the decision form with the study protocol

 Return the file and the protocol to the appropriate shelves.
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6. ANNEX 1:
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ANNEX 2: 
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ANNEX 3: 
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ANNEX 4: 
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