2% & AUSTRALIAN COMMISSION
ﬁﬁ.ﬁﬁ@ on SAFETY o QUALITY W HEALTH CARE

National Clinical Trials Governance Framework

A-CTEC ~

Australian Clinical Trials

Education Centre

Short Notice Assessment Checklist for Each Clinical Trial

Checklist items:

Which NCTGF standard does
this item address?

HREC and governance approval letters on Study Master File (SMF)

1 - Clinical Governance

Signed & dated Participant Informed Consent Form for each participant is on
the participant’s Scanned Medical Record and on the Study Master File (SMF)

1 - Clinical Governance,
2 — Partnering with Consumers

EMR Alert created for each participant enrolled on the clinical trial

1 - Clinical Governance

Recording of participants who identify as Aboriginal or Torres Strait Islander
on EMR

1 - Clinical Governance,
2 — Partnering with Consumers

Total number of actual and planned participants recruited overall in the study
is easily accessible at short notice.

1 - Clinical Governance

Total number of actual and planned participants recruited at this site in the
study is easily accessible at short notice.

1 - Clinical Governance

GCP for all study personnel up to date and a copy on the Study Master File

1 - Clinical Governance

Authority delegation log for the study up to date and on the Study Master File

1 - Clinical Governance

All of the study team understand the complaints management process in the
event of a participant complaint

1 —Clinical Governance

Safety reporting is up to date and copies on the Study Master File, along with
HREC and Governance acknowledgements
*please note that safety reporting will be monitored at an organisational review level

1 —Clinical Governance

Progress reporting is up to date and copies on the Study Master File, along
with HREC and Governance acknowledgements

1 —Clinical Governance

The Charter of Healthcare Rights is provided to all participants & posters are
visible in clinical area

1 —Clinical Governance
2 — Partnering with Consumers

Record of Device calibration/credentialing documents for all device studies on
Study Master File

1 - Clinical Governance

Mandatory Training up to date for all study personnel, including Open
Disclosure Training for the Principal Investigator

1 - Clinical Governance

Ensure participants are aware of study emergency contact (i.e. does the
participant know who to contact in an emergency?)

1 - Clinical Governance

Ensure team is aware of Aboriginal Health contact and interpreter services
contact to link participants who require it.

1 — Clinical Governance
2 — Partnering with Consumers

Ensure all staff is aware of how to lodge a feedback on RiskMan (including
complaints and compliments)

1 - Clinical Governance

Awareness of the Consenting procedure/process

1 - Clinical Governance

Awareness of the Safety Reporting procedure

1 —Clinical Governance

Awareness of departmental strategic plan and position descriptions

1 - Clinical Governance

Awareness of consumer feedback reporting procedure (i.e. where do
consumer complaints & compliments get reported and how)

1 — Clinical Governance
2 — Partnering with Consumers
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ALL staff supporting the study should be aware of these resources:

Research Complaint Resolution Procedure Training and Research Related Complaints FAQs on Latte.

EMR Alerts Training video on Latte.

Many of Monash Health’s research related procedures have been updated to match the standards of the National
Clinical Trials Governance Framework, and can be accessed on Prompt.

A summary table is available on the Research Support Services Forms Library webpage that provides information on
the updated/retired procedures.

There is a Monash Health Accreditation webpage open to all Monash Health employees, that has Employee
Resources and Patient Information Resources, and handy information on all the National Standards.

See Monash Health ‘Research Progress Reports’ on Prompt and Progress Reports webpage.

See ‘Research Ethics and Governance - Safety Reporting’ on Prompt.
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https://learning.monashhealth.org/pluginfile.php/182620/mod_resource/content/1/Research%20Complaint%20Resolution%20Procedure%20Training%20Session-20231116_120209-Meeting%20Recording.mp4
https://learning.monashhealth.org/pluginfile.php/182638/mod_resource/content/1/FAQs%20-%20Research%20Related%20Complaints%20by%20Research%20Participants.pdf
https://vimeo.com/875433311/3d14f7bee8
https://www.safetyandquality.gov.au/standards/national-clinical-trials-governance-framework
https://www.safetyandquality.gov.au/standards/national-clinical-trials-governance-framework
https://app.prompt.org.au/search
https://monashhealth.org/research/resources/forms-library/
https://monashhealth.sharepoint.com/sites/AccreditationIntranet
https://monashhealth.sharepoint.com/sites/AccreditationIntranet/SitePages/Employee-resources.aspx
https://monashhealth.sharepoint.com/sites/AccreditationIntranet/SitePages/Employee-resources.aspx
https://monashhealth.sharepoint.com/sites/AccreditationIntranet/SitePages/Patient-Information-Resources.aspx
https://monashhealth.sharepoint.com/sites/AccreditationIntranet/SitePages/National-Standards.aspx
https://app.prompt.org.au/download/18827?code=7e63ce4cfec20574a695ecf4ed95e257
https://monashhealth.org/research/resources/post-approval-processes/progress-and-final-reports/
https://app.prompt.org.au/download/18754?code=3590746168441fc20e0116a89927d4bf

