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OUTLINE

• GCP Inspection Framework

• Classification of GCP Inspection Findings

• Common GCP Inspection Findings for 2014

• Quality Improvement Initiatives for 2014
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GCP Inspection Framework

• Launched in Sep 2009;

• Completed 66 GCP Site Inspections to date:

– 2009‐2010 : 13 (Protocol‐specific)

– 2011 : 15 (Protocol‐specific), 1 (Systems on ICF and IP)

– 2012: 10 (Protocol‐specific), 1 (Systems on ICF and IP)

– 2013: 10 (Protocol‐specific)

– 2014: 15 (Protocol‐specific), 1 (Systems on ICF and IP)

66!
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– To safeguard the Rights, Safety and Well‐Being of trial 
subjects.

– To verify the Quality and Integrity of the clinical trial data 
submitted to the Regulatory Authority. 

– To assess Compliance to protocol and applicable 
regulations, guidelines and standard operating 
procedures for clinical trials.

4

Objectives of GCP Inspection 
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Classification of GCP Inspection Findings
~ adopted from EMEA SOPs on GCP Inspection.

• Critical: Conditions, practices or processes that adversely
affect the rights, safety or well being of the subjects and/or 
the quality and integrity of data. 

• Major: Conditions, practices or processes that might 
adversely affect the rights, safety or well‐being of the 
subjects and/or the quality and integrity of data.
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• Other: Conditions, practices or processes that would not be 
expected to adversely affect the rights, safety or well being of 
the subjects and/or the quality and integrity of data.

• Comments: The observations might lead to suggestions on 
how to improve quality or reduce the potential for a 
deviation to occur in the future.

Classification of GCP Inspection Findings
~ adopted from EMEA SOPs on GCP Inspection.
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GCP Inspections in 2014

• Distribution of Therapeutic Areas (N=15)
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GCP Site Inspections (2014)
CRITICAL GCP Inspection Findings

• None 
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GCP Site Inspections (2014)
MAJOR GCP Inspection Findings
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MAJOR
GCP Inspection Findings (2014)

• Investigational Product

• Informed Consent
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GCP Site Inspections (2014)
OTHER GCP Inspection Findings

0 5 10 15 20 25 30 35

Study Staff

IRB

RA

ISF

Subject Recruitment

Informed Consent

IP

SAE

Biological Samples

Monitoring and Auditing

SD & CRF

Record Keeping

Case Review

2009‐2010 (N=73)

2011 (N=39)

2012 (N=15)

2013 (N=21)

2014 (N=10)



05/01/2015

7

All Rights Reserved, Health Sciences Authority 13

OTHER
GCP Inspection Findings (2014)

• Study Staff

• Investigator Site File

• Investigational Product
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CASE STUDIES
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Study Overview

• Protocol: A Phase 2, randomised, placebo‐controlled study to 
compare the safety and efficacy of ABC Vaccine for Hepatitis 
B.

• Sponsor : Care Bear Hospital

• Site: Care Bear Hospital

• Principal Investigator : Dr John Doe

• Sub‐investigator: Ms Jane Tan (Post‐grad medical student)
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Name of Subject Signature Date

Name of Parent / LAR Signature Date

Name of Witness Signature Date

Name of Person Signature Date
Obtaining Consent

SCENARIO 1
Subject 001/B‐T

ICF dated 1 Dec 2014
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Name of Subject Signature Date

Name of Parent / LAR Signature Date

Name of Witness Signature Date

Name of Person Signature Date
Obtaining Consent

SCENARIO 1 ‐ ANSWER
Subject 001/B‐T

ICF dated 1 Dec 2014

Jane Tan was not adequately qualified to obtain informed 
consent for Subject 001/B‐T. [Ref: SGGCP 4.3.1, 4.8.7]
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OBTAINING INFORMED CONSENT

• Locally registered medical doctor / dentist

• Authorised by the Principal Investigator

– Sign Signature Sheet
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Name of Subject Signature Date

Name of Parent / LAR Signature Date

Name of Witness Signature Date

Name of Person Signature Date
Obtaining Consent

SCENARIO 2A
Subject 002/X‐M

ICF dated 1 Dec 2014
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Name of Subject Signature Date

Name of Parent / LAR Signature Date

Name of Witness Signature Date

Name of Person Signature Date
Obtaining Consent

SCENARIO 2B
Subject 003/TBH

ICF dated 1 Dec 2014
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Name of Subject Signature Date

Name of Parent / LAR Signature Date

Name of Witness Signature Date

Name of Person Signature Date
Obtaining Consent

ICF dated 1 Dec 2014

Impartial witness for informed consent of Subject 003/TBH 
was inappropriate, as the impartial witness had required 
an impartial witness for her informed consent when she 
had been enrolled as Subject 002/X‐M for the same clinical 
trial . [Ref: Medicines (CT) Regs 11(5) and SGGCP 4.8.9].

SCENARIO 2B ‐ ANSWER
Subject 003/TBH
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SCENARIO 3
Subject 004/WLL

患者姓名 患者签名 日期

患者的合法授权代表姓名 患者的合法授权代表签名 日期

公正见证人姓名 公正见证人签名 日期

获取同意人姓名 获取同意人签名 日期
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SCENARIO 3
Subject 004/WLL

患者姓名 患者签名 日期

患者的合法授权代表姓名 患者的合法授权代表签名 日期

公正见证人姓名 公正见证人签名 日期

获取同意人姓名 获取同意人签名 日期

Impartial witness for informed consent of Subject 
004/WLL was inappropriate, as the impartial witness was 
unable to read the Mandarin informed consent form dated 
1 Dec 2014 [Ref: Medicines (CT) Regs 11(5) and SGGCP 
4.8.9].
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IMPARTIAL WITNESS 
FOR INFORMED CONSENT

SGGCP Section 1.26

Choice of impartial witness:
 Family member / friend
 Clinic staff (non‐study staff)
 Lay person from the street

Role of impartial witness:
 Accurate explanation
 Understood
 Voluntary participation
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SCENARIO 5



05/01/2015

14

All Rights Reserved, Health Sciences Authority 27

SCENARIO 5 ‐ ANSWER

Lack of quality systems in the Master Randomisation List [Ref: SGGCP 2.13]:
(a) Lack of traceability to the study protocol.
(b) Lack of documentation of who had generated the Master Randomisation List.
(c) Lack of traceability to the names of the actual IP used in the clinical trial.
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SCENARIO 6
Subject 001/B‐T

• Source Document Template (Abstract):

Subject ID: 001/B-T Visit 1 Date: 5 Dec 2014
Date of birth: 1 Oct 1974 Gender: Male / Female
Informed Consent Date: 5 Dec 2014
Was subject eligible for enrollment? Yes / No

1 mL ABC vaccine / placebo administered via IM on 5 Dec 2014.
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SCENARIO 6 ‐ ANSWER
Subject 001/B‐T

• Source Document Template (Abstract):

Subject ID: 001/B-T Visit 1 Date: 5 Dec 2014
Date of birth: 1 Oct 1974 Gender: Male / Female
Informed Consent Date: 5 Dec 2014
Was subject eligible for enrollment? Yes / No

1 mL ABC vaccine / placebo administered via IM on 5 Dec 2014.

Treatment assignment had been unblinded in 
Source Document Template for Subject 
001/B‐T [Ref: SGGCP 2.10 and 4.7].

Lack of quality systems in source 
document template as there was no 
document control and it was not 
possible to attribute who had captured 
the source data [Ref: SGGCP 2.13]
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SCENARIO 7
Prescription for Subject 001/B‐T

CARE BEAR HOSPITAL
88 CARE BEAR ROAD, SINGAPORE 226688 Protocol ABC

Subject ID: 001/B-T

DRUG NAME DOSE AND FREQUENCY

IM ABC Vaccine / Placebo 1 mL stat

DATE DOCTOR’S NAME DOCTOR’S SIGNATURE
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SCENARIO 7 ‐ ANSWER
Prescription for Subject 001/B‐T

CARE BEAR HOSPITAL
88 CARE BEAR ROAD, SINGAPORE 226688 Protocol ABC

Subject ID: 001/B-T

DRUG NAME DOSE AND FREQUENCY

IM ABC Vaccine / Placebo 1 mL stat

DATE DOCTOR’S NAME DOCTOR’S SIGNATURE

Lack of subject identifiers in prescription [Ref: SGGCP 2.13]
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SCENARIO 8
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SCENARIO 8 ‐ ANSWER

Lack of quality systems in the IP Dispensing and Accountability Log as it was 
maintained electronically [Ref: SGGCP 2.13].
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Quality Improvement Initiatives

• Training

• CTB FAQs on HSA website

• Engaging stakeholders

• Observation of GCP Site Inspections

• Upstream consultation on IP management

• Sharing of Best Practices

• ICH E6 Workgroup

• Template Forms Repository

• Review of Serious Breaches
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ICH E6 WORK GROUP
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Template Repository
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THANK YOU!

We welcome your queries!
Mr Foo Yang Tong

foo_yang_tong@hsa.gov.sg

Ms Sumitra Sachidanandan
sumitra_sachidanandan@hsa.gov.sg

Ms Poh Cuiqin
poh_cuiqin@hsa.gov.sg


