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. Monitoring is a function that is critical to manage risks involved in the - What have we achleved ?
*y| conduct of clinical trials. As stated in the Singapore Guideline for Good - .

. . . . - . . L

Clinical Practice (SG-GCP), the purposes of monitoring are to verify that: ; A
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«| * Therights and well-being of human subjects are protected. , To date, KKRC has completed :
‘f * The reported trial data are accurate, complete, and verifiable from _]", monitoring of 5 IITs. ‘.'
- source documents. Ny A5
a2 s . . . § 5
5| * The conduct of the trial is in compliance with the currently approved 1, )
- . . . - \
‘ : protocol/amendment(s), with GCP, and with the applicable regulatory i I.  The results of the monitoring have been highlighted to the !
Y requirement(s). o2 medical board for further improvements of KKH clinical trials. ‘
-~ . \
“|  For Industrial-Sponsored Trials, the sponsors establish a thorough \ Il.  Inorder to standardise the monitoring process, KKRC has also ¥
. . ’

{ . . . _Init: . . . . \
& monitoring system. For Investigators-Initiated Trials (1ITs), the function & developed a related hospital Policy and Procedure as well as ]
\ should be performed by the Institution/Investigator. However, previously i Work Instructions for the department 3
/| there were no monitoring activities for KKH IITs requiring Clinical Trial <\ \-

ope . . . . . ok -

‘1| Certificate (CTC), except for those carried out by SingHealth Clinical Trial \ ~§ Monitoring Framework Workflow !
‘\ Compliance Unit (CTCU). In order to close this gap, KKH implemented a N ,‘
- risk-based monitoring framework which focuses on investigator initiated < \
: a a 1 Generate the List of HSA 1
‘ drug trials not monitored by CTCU. approved trials 1
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Monitored Yes ~_| CTCU monitor will take [\
by CTCU? care of the study l
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KKRC monitor will <

. ™ conduct %

i Initial monitoring g
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.| There were 5 phases in the development of the monitoring framework: ™, | No further monitoring " .
Acceptable '
. . No 80% or more of
1 . f k = W Effary Il B deficiencies had already E
orming or work group s | One time follow up been addressed
> irstly, a work group consisting of KK Research Centre (KKRC) Head of Department, Assistan y ¢Yes 2:"[,.’:’.::;:: ,.:;::Z;ied . e :‘
anager, and Clinical Research Coordinators (CRC) was formed in Sep 2012. Numerou: KKRC monitor will
eetings have been conducted to brainstorm and analyse the key topics of the monitorin s - <& [\
ramework. Continues Monitoring h Not Acceptable L
Less than 80% of the »
¢ deficiencies had been addressed "
e
earning from the best practice N elltery "gn‘j;n';‘;’"“"”"g {.
KRC team visited CTCU to gather feedback and learn from their best practice. ;
v .
Monitoring will be 1
carried on till trial E
completion
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Seeking the Medical board’s approval of implementation 5
] 2013, Medical Board d the impl i f th itoring f k. . . a oA
e edical Board approved fhe implementation of ihe monitoring framewor lll. To maintain sustainability, KKRC has set a Key Performance

Indicator (KPI) on monitoring to ensure all lITs requiring CTCs

f |Striving for continuous improvement P are 100% monitored. A
his is an on-going project; KKRC is continuing working on the improvement of the monitoring > : ’ Y
framework to enhance KKH overall trial quality. : 3 =% 4 AN 3 Me ow -3 LA 3 [ e \( A
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" Conclusion 4
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s REferenceS ; KKH has benefited from the risk-based monitoring framework by o ;
.| 1. Singapore Guideline for Good Clinical Practice .| meeting SG-GCP and the applicable regulatory requirements, as well 4.
1 2. KKH Policy & Procedure Manual 81010-0037, titled: KKH Monitoring '|  asbetter managing the risks involved in the clinical trial. 1
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