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Taiwan Joint Commission on Hospital Accreditation and Quality Improvement
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CERTIFICATE OF
ACCREDITATION

Taiwan

Joint Commission for
Hospital Accreditation

Awarded by 1SQua following an
independent survey against the
1SQua International Standards for
Healthcare Accreditation Bodies

The period of Accreditation of these
Standards is from
October 2006 until September 2010
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Attractiveness Index Criteria and Weighting
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Overall Country Attractiveness Index
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Common Weaknesses of Asian IRBsS
based on FERCAP survey findings

€ Weak lay participation in IRB deliberations (board
observation)

@ Incomplete SOPs and inadequate SOP compliance
(document review)

€ Poor documentation and archiving procedures
(document review)

€ Incomplete review of ethical issues (document review and
board observation)

= Inclusion/ exclusion criteria

= Vulnerability

= Risk benefit assessment

= Complete information in consent form

“aWQﬁk%w?%

Dr. Benjamin kuo, GCP Training for Regulatory Authority, Apr.08-09, 2008 EHB TR ﬂ#' T Z*rffjv




Common Weaknesses of Asian IRBsS
based on FERCAP survey findings

€ Incomplete review of study design (document review and
board observation)

€ Inadequate documentation of IRB procedures (document
review)

= Incomplete minutes, incomplete protocol files

& Inadequate implementation of post review procedures
(SAE reporting, progress and end of study reports)

@ Unclear expedited review procedures
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Global IRB Findings (1)

/A

! € Documents reviewed and / or approved not identified (by
version / date etc.) [ICH GCP 3.1.2 and 8.2.7]

= S0 what was actually reviewed and approved ?
Especially important for the ICF !

€ Not all “written information” given to patients reviewed and
approved [3.1.2 and 4.4.1]

= S0 were the patients unduly influenced ?

@ Payments / compensation to patients not reviewed and
approved [3.1.2, 3.1.8 and 3.1.9]

s Problems of coercion or undue influence ? — as above

'“aWQﬁk%ﬁ?%

Dr. Lisa Hamadian, Non-Compliance Issues Identified in Sponsor GCP Audits 35 g
7 C a.org.tw

Areas for Improvement, February 10, 2007




Global IRB Findings (2)

/A
U

€ Qualification of PI inclusive CV not reviewed[3.1.2, 3.1.3
and 4.1.1]

= How do we (surveyors / auditors / inspectors) know that the IRB
knows this investigator ?

® Submittance of e.g. Annual Reports not enforced -
Pl not reminded when “forgetting” to submit reports and
orno “penalty” [3.1.4 and 4.10. 1]

= Can the IRB perform an adequate “continuous review” ?

on IR Y S
A R LT
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Global IRB Findings (3)

/A

L

€ Inadequate composition [3.2.1]

= Missing the non-scientific and / or independent member

€ Or If part of IRB: not always present at meetings
= Has the review been mainly scientific ?

& “Meetings” by email - not always Face to Face [3.2.3]

= Has there been a possibility of free / unbiased discussions and
deliberations ?
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Global IRB Findings (4)

/A

L

& I[Exped]ited review of approval procedure not specified
3.3.5

= How do we know who made a decision ?

¢ Not timely In notifying decisions re. protocol amendment to
the investigator [3.3.9]

= Thus delaying implementation of any changes or updates of which
had had the approval of the IRB

& Requirements & timelines for submitting ADRs /
SAEs / SUSARs not specified [3.3.8 and 4.11.1]

s How will the Pl know what to submit when ?

'“aWQﬁk%ﬁ?%

Dr. Lisa Hamadian, Non-Compliance Issues Identified in Sponsor GCP Audits 35 g
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Global IRB Findings (5)

€ Membership list does not always specify the period of the
function [3.4]

s How do we know that it is current ?

€ No written procedures! [3.2.2 and 3.3]
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