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1. Purpose

The purpose of this SOP section is to provide procedures for engaging the expertise

of a professional as a consultant to the CHH IRB in the event that a review will

need a content expert to shed light.

2. Scope

If the Chairperson or the CHH IRB determines that a study will involve procedures

or information that is not within the area of expertise of the CHH IRB members, the

Chairperson or the CHH IRB may invite individuals with competence in special

areas as Ad Hoc members to assist in the review of issues that require expertise

beyond or in addition to those available in the CHH IRB.

Membership 

Membership of the Chong Hua Hospital IRB is as follows: 

i. Chairman

ii. At least 7 regular members with the following:

1. One medical member

2. One non-medical member

3. One non-institutional member

4. Member to represent the religious sector

5. Methodology expert

6. Legal expert

iii. Ad hoc member

1. Scientific/medical expert with related expertise for the particular

research (Independent consultant)

2. Representative for women’s health

3. Representative for children’s health

3. Responsibility

Upon the advice or recommendation of the secretariat or any CHH IRB member, it

is the responsibility of the CHH IRB to nominate and approve the name of the

special consultants to be endorsed by the Chairperson, appointed by the medical

director.   The consultant may be invited from the list of hospital staff or if need be

from outside the hospital staff.
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4. Flowchart

No. ACTIVITY RESPONSIBLE 

PERSONNEL 

I 

             

CHH IRB Members / 

Secretariat 

II 
Consultant 

III Consultant / CHH IRB 

5. Detailed Instructions

5.1 Selection of Independent Consultants

- Identify the experts by the CHH IRB member and Secretariat.

- Nominate the consultants.

- Conduct a qualification review of the prospective consultant.  Usually

the consultant is taken from previous investigators with character and

integrity.

- Make decision based on expertise, availability and independence criteria.

- Get approval from the CHH IRB.

- Contact the consultant.

- The consultant provides:

 A curriculum vitae

 A signed Confidentiality/Conflict of Interest Agreement

(HRP-IRB-033, see ANNEX 1 of this SOP)

- Keep the documents in a consultant’s file.

- Create a roster of consultants and the areas of their expertise.

Provision of services as 

appropriate per expertise 

Selection of Independent

Consultants 

Termination of the 

Services 
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5.2 Provision of Expert Services 

 CHH IRB provides the needed study protocol documents to the

appropriate consultant

 He does not necessarily review the protocol but is expected to provide a

expert comment on the paper. As applicable the consultant may only be

invited to shed light on a part of the protocol that the IRB finds difficult

to resolve.

 The consultant may be invited to attend the CHH IRB meeting, present

the report and participate in the discussion but CANNOT VOTE.

 The consultant is expected to provide a written report and this becomes a

permanent part of the study file.

5.3 Termination of the Services 

 A consultation service is terminated by either the consultants themselves

or by the CHH IRB upon conclusion of the review process.

 Upon termination of the consultant’s services, a member of the

Secretariat ensures that all the qualifying documentation and the reason

for discontinuation of the services are filed with the administrative

documents.
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6. ANNEX

HRP-IRB-033 Confidentiality/Conflict of Interest Agreement Form (Independent Consultant) 
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