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Part 1: How to Complete Application Form 

Part 1 of this guidebook will provide guidance for custodian to draft the Standing Database 

(SDB) Application Form.  Do note that the guidance is only specific to some sections. 

Please approach the NHG Research Data Secretariat (RDS) if you require further 

guidance.  

You may refer to Part 2 of the guidebook for the sample questions of the Application 

Form.  

 

1.1 Applicable Cluster and Reviewing IRB  

The establishment of Standing Database is for the purpose of future research.  

NHG Custodian to select “NHG SDB Review Board” as the IRB Reviewing Board in 

Question A2b of the application form.  

 

1.2 Database Site  

Database site under the purview of NHG RDS should be added under Question 2a of the 

SDB Application Form if the database site is involved in the SDB.  

● More than 1 database site can be selected if the SDB involves multi-sites. Please 

note that each site should appoint a site Custodian.  

● For other local sites not under the NHG RDS’s purview, you may list them under 

Question 2b of the Application Form, for the endorsers’ information only. SDB 

approval will not include any of these sites. Please ensure there is an agreement 

in place and approach your respective institution’ research office for more details.  

 

1.3 Custodian & Database Team Member 

Custodian is the overall person responsible for the proper management of the Standing 

Database. He or she will be the primary contact person for the endorsers (i.e., only 

Custodian would be able to submit (re-submit, in the case of query raised) the SDB 

Application Form.)  
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● For multi-site or cross-cluster Standing Database, each site should have a site 

custodian appointed. The site custodian should be from the respective database 

site.  

 

Database Team Member is any individual member of the standing database team 

designated and supervised by the custodian to perform database-related activities that 

may or may not involve participant contact (e.g. database administrators). 

Custodian and Database Team Member should be added under the database site(s) 

(Question 2b of the Application Form) through their registered ECOS accounts so that 

they will be notified of their participation in the Standing Database when the Application 

Form is submitted.  

For users with multiple appointments, the correct appointment should be selected when 

users are being added to the Application Form. 

● Example 1: Dr Yeo is a consultant at TTSH and visiting consultant at KTPH. The 

database activities will be conducted in KTPH and Dr Yeo is involved in the study 

in his KTPH capacity. The Standing Database should add Dr Yeo’s KTPH visiting 

consultant appointment under the KTPH site.   

1.4 Profile and Minimum Training  

Each user is required to complete their profile in ECOS.  

There is no minimum training requirements required for SDB. 

1.5 Conflict of Interest  

All Custodians must indicate under Question 4 of the Application Form if he/ she has any 

potential conflict of interest, which includes financial interest. The declaration is also for 

the immediate family members of the Custodians. The Custodian is responsible for 

checking and ensuring that accurate information is submitted for the application.  

● Conflicting Interest – A conflicting interest can be broadly defined to refer to any 

interest of the Custodian or immediate family (includes spouse, children, parent(s) 
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and sibling(s)) that competes with the investigator’s obligation to protect the rights 

and welfare of the participants. 

● Financial Interest – Financial Interest means anything of monetary value, including 

but not limited to, salary or payments for services (e.g., consulting fees or 

honoraria); equity interests (e.g., stocks, stock options or other ownership 

interests); intellectual property rights (e.g., patents, copyrights, and royalties from 

such rights), and board or executive relationships. The Conflict-of-Interest 

Declaration Section must be submitted to the endorsers via an amendment if any 

of the circumstances relevant described herein change during the conduct of the 

Standing Database.  

1.6 Recruitment and Consent  

The Standing Database should select the applicable type of consent for the study.  

• Consent will be obtained. 

o Informed Consent Document(s) would be used. Please ensure the Informed 

Consent Document meets the required regulatory requirements, e.g. the 

required consent elements are included.   

o It is important that the consent obtained previously met the HBRA Section 

12 (1) requirements.  

• Waiver of consent 

o In accordance with Personal Data Protection Act (PDPA) requirements, 

researchers may use personal data (e.g. medical records) without 

consent, subject to the following conditions: 

i. The research purpose cannot reasonably be accomplished unless the 

personal data is provided in an individually identifiable form;  

ii. It is impracticable to seek the consent of the individual for disclosure; 

iii. There is a clear public benefit to using the personal data for the 

research purpose;  

iv. The results of the research will not be used to make any decision that 

affects the individual; AND 
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v. In the event the results of the research are published, the results must 

be published in the form that does not identify the individual.  

1.7 Standing Database involving De-identified Data  

"De-identified data" refers to a data set from which personal identifiers have been 

extracted, which will disallow re-association with any of the people mentioned in the 

original record. It should be noted that de-identified data sets often contain a newly 

created unique identifier separate from any identifying characteristics in the original study 

data sets. This created identifier is not capable of being translated to identify the individual 

except through a Record Linkage Data, which links the created unique identifier with an 

established identifier.  The record linkage data should be held by an individual who is not 

in the study team. 

For research using unidentifiable data (e.g., de-identified by program coordinator, or 

Trusted Third Party), please describe the process. For instance, why, what, who and 

where how the unidentifiable data are obtained. 

1.8 Declaration and Endorsement   

  

All SDB applications would require Custodian’s declaration and endorsement from the 

respective institutions before the SDB Application Form reaches the IRB and the 

Institutional Deputy for review.  
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Figure 1 – NHG Standing Database Review Process 

Note: 

1. Research Office Checker, DR, IR, IRB, and ID may raise queries during the 

endorsement process. The endorsement process will be halted when there are 

queries pending PI’s reply. 

2. When a query (during the endorsement process) is raised, the Application Form 

becomes editable and SDB team can update it.  

3. Once the SDB application form is endorsed and there are significant / major 

changes to it, there is no re-endorsement process. The endorsers may simply 

reject the application and the SDB team will have to re-submit the application.  
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department can adequately support the set-up, 
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Research Office checker check to ensure the 

custodian had accurately provided all the 

needed information for his/her application.
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Application Form. 

Research Data Institutional 
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IDA acknowledgement to ensure that the 

application complies with the institutional 

policies and regulation. 
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Part 2: Application Form (For Reference Only)  

Below listed all the sections and questions of the SDB Application Form. Depending on 

the options selected, only certain sections and questions will be displayed.  
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Part 3: Non-Compliance Report Form (For Reference Only)  

The non-compliance report (NCR) form is used for reporting of non-compliance and 

lifting of suspension status.  
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Part 4: Status Report Form (For Reference Only)  

The Status Report Form (SRF) is for the renewal or closure of the SDB.
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