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Background

URPTG Publication Date Length

1991 20 Pages (Exc. Appendices)

2019, V.2.2 84 Pages (No Appendices)

Home » Retro Computing » What is Lotus Notes? How IT becomes legacy

What is Lotus Notes? How IT becomes legacy

& Dave Farquhar & Retro Computing

) December3, 2018
Last Updated on April 26, 2023 by Dave Farquhar

Lotus Notes and Lotus Domino were a juggernaut in mid-1990s IT. Some people loved it. Most people
put up with it. And then people quit talking about it and thinking about it, even though almost every large
organization still has Notes running somewhere. But what is Lotus Notes, and why did it fade from

consciousness?




Consultation and discovery
activities

271" Department of Health and Aged Care
Therapeutic Goods Administration

V. Australian Government

Consultation Hub Therapeutic Goods Recall Processes

Find, read and respond to recent consultations from the Therapeutic Goods Administration (TGA) and also the Office of Drug . ;

Control (ODC). Discussion Paper January - March 2023
Open consultations are below. Find earlier consultations using the search bar above. We publish submissions after a Seeking feedback on improvements to the

consultation closes and then add our decisions. recalls process

Version 1.0, January 2023

»  Streamline recall processes . ) g
Discovery Discussion Paper themes
e Put key information up front
«  Change recall action terminology activities: key 1. Increasing awareness and understanding
about recalls
» Provide clarity: . .
rovide clarity feedback 2. Improving communication
e timing of release of information 3. Better recall descriptions
o el el ek secEsa TR TG 4 Improving sponsor letters and other recall

documents and

e Provide new templates for submitting information 5 Reporting progress with a recall

* QR Codes/eSurveys to improve response rates

» Sponsors review of Early Advice before distribution




Consultation outcomes

Externally: Internally:

Website improvements IT Improvements

URPTG Updates
« Streamlined procedure
« Shorter length
* New Terminology

Legislation Review
Quality Management — SOPs / Wils
Continuous improvement

Communication approaches
« Stakeholder engagement
o Clear writing style
* Workshops



What we've delivered so far:

What we Removed: What we Improved:

e Guidance - When and how:
e To contact the Recalls Section
« To report actions to the ACCC
 We conduct Early Advice activities
 We assess hazard classification

 Bad Guidance
» Repetitive
e Qutdated
e |nconsistent

 Reporting
e 3 —> 2reports
» Flexibility re: timing of reports

 Recalls Templates

e Jargon-free communication

URPTG Publication Date Length Uniform Recall Procedure for
1991 37 Pages Therapeutic Goods (URPTG)
2019, V.2.2 84 Pages Version 2.4, March 2024
2024, V.2.4 57 Pages




Home » Guidance and resources

* RBesowmwes > Forms

Recall action templates

Templates to help you with your communications under the Uniform recall procedure for therapeutic goods
(URPTG).
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Reporting forms

B imterim and closeout report templates (6 and 12 weeks) (Word, 20.22 KB
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What's coming next: New recall terminology

= L Act] New ‘Market Actions’
 Recall » Recall
* Product Defect Correction > Product Correction
e Hazard Alert
* Product Defect Alert ———» Product Alert

+ Non-recallActions

o Safety Alert —

e Quarantine >
I oot

« Product Withdrawal

Quarantine




Key Definitions for Market Actions

How seriousis How is the problem Who needs to
the problem? being fixed? know?
Wholesale 4
- Recal -
I Most serious oW’y
Product Hospital_ &&
II U Correction D
rgent
. ® O °
I I I _ - Product Retail «h &b &
Lowest risk \ Alert D
A e DD
e Quarantine D

"Class” "Action” "Level”



IT updates

A

» Sponsors submit problems to the TG

Supportmg crucial updates * Attach supporting information

to the recall Processes =) == * Uploads into RAMP Database and
Notification generates recall reference # )
Form
» TGA review and assessment A
» Generates supporting recall
RAMP documents
izl | © Feeds into SARA )
 Displays some information from A
RAMP
SN (S ey ¢ Publicly available summary recall
for Australian information

Recall Actions) /
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Legislation Review

Supporting recalls processes

 What powers do we have?
« Are they fit for purpose?

 What may need to change?



Legislation Review

Findings for mandated actions

Recalls and Product Alerts:
Public notification and recall of:
 Medicines — s30EA
» Biologicals — s32HA
 Medical Devices — s41KA

Product Corrections:

Imposing conditions on ARTG entries:
* Medicines — s28
» Biologicals — s32EE
 Medical Devices — s41FP

Quarantines:

Suspension of ARTG entries
 Medicines —s29D
» Biologicals — s32FA
 Medical Devices — s41GA



Legislation Review

i ':hl

Other findings T
Therapeutic Goods Act 1989
Requiring information or documents: No.21,19%0
* Medicines —s31
» Biologicals — s32JA Compilation No. 72
* Medical Devices — s41JA i -
Includes amendments up to: Act No. 1043
* Where there has been an actual or potential Registered:
contravention of the Act or regulations —
s45AB

Other recall circumstances:
* Where actual or potential tampering has
occurred — s42V

amentary Counsel, Canberra

Prepared by the
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Coming Up

New guidance document
 Terminology
* |Information flow
* More templates and clarifications

IT updates ‘go live’

Web content
e Digital Service Standards
e Continuity of information

Possible legislative amendments?

Continuous Improvement



Questions?
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