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1. BACKGROUND
This clinical business rule outlines the process to be undertaken in Royal Hospital

for Women (RHW) to ensure compliance with NSW Health Policy Directive
PD2013 009 - Safety Alert Broadcast System?! and to ensure that all clinical product
safety notices, alerts and recalls from external sources including the Ministry of
Health (MOH); Clinical Excellence Commission (CEC); Therapeutic Goods
Association (TGA) or suppliers and vendors are appropriately disseminated,
monitored and actioned.?

South Eastern Sydney Local Health District (SESLHD) Clinical Governance Unit
(CG) receives product safety notifications, alerts and recalls and notifies facilities via
email regarding product safety notifications, alerts and recalls for local monitoring
and management. Notifications are categorised by:?

» TGA Safety Alerts?

» The Safety Alert Broadcast System (SABS) notifications are issued by the MOH
and CEC as per NSW Health Policy Directive PD2013 009 - Safety Alert
Broadcast System. These consist of a three tiered approach to distribution,
prioritisation and management

° :E Safety Alert: quickly disseminate information to health services
about a safety matter requiring immediate attention and action which
may include a product recall. The colour coding for safety alerts is
RED.

. N Safety Notice: —inform health services about potential quality

and safety issues requiring risk assessment at the local level. The

colour coding for safety notices is AMBER.

o @ Safety Information: disseminate quality and safety information
to health services to ensure lessons are learnt from state, national
and international sources. The colour coding for safety Information is
GREEN.

This procedure does not include the Drug Recall Process which is addressed in
SESLHDPR/438 - Drug Recall Process.
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https://www1.health.nsw.gov.au/pds/ActivePDSDocuments/PD2013_009.pdf
https://www1.health.nsw.gov.au/pds/ActivePDSDocuments/PD2013_009.pdf
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2. RESPONSIBILITIES
As described in SESLHDPR/319 Product — Clinical Product Notices, Recalls
and Safety Alerts?

3. PROCEDURE
Refer to appendix 1

4. NSQHS STANDARDS
Clinical Governance Standard?

5. REVISION AND APPROVAL HISTORY

Date ﬁgwsmn Reason Author and Approval
9.1.23 0 New Clinical Business | Endorsed by RHW Safety and Quality
Rule developed Committee 16.2.23

6. References

1. NSW Health Policy Directive PD2013_009 - Safety Alert Broadcast System.
Accessed 9.1.23

2. SESLHDPR/319 (2022) Product — Clinical Product Notices, Recalls and Safety
Alerts. Accessed 9.1.23

3. Australian Commission on Safety and Quality in Health Care. National Safety and
Quiality Health Service Standards guide for hospitals. Sydney: ACSQHC; 2017.

Abbreviations

AHNM After Hours Nurse Manager

CE Chief Executive

CEC Clinical Excellence Commission

CG Clinical Governance Unit

CPIU Clinical Practice Improvement Unit

GM General Manager

RHW Royal Hospital for Women

SABS Safety Alert Broadcast System

SAPR Safety Alert Product Recall Response Form
SESLHD South Eastern Sydney Local Health District
TGA Therapeutic Goods Association
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Appendix 1 In hours
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