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What this webinar will cover
*\WWhy this is happening

\WWhat’s changing
*\What you’ll need to do

*\What happens next
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Why this Is happening

SRS Australian Government

e 1 Feedback
Therapeutic Goods Recall Processes e Put key information up front
Discussion Paper * Change terminology
rseiea}ﬁi:%:g?jshaack on improvements to the o Clarify processes

Jan - Mar 2023 » Improve templates
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What’s changing

Recall Recall

Product Defect Alert Product Alert

* Written for you

Product Defect Correction Product Correction

Hazard Alert Quarantine

* New terminology

Non-recall Actions

e Clarity Quarantine

Safety Alert
¢ Ta ke S effe Ct O 5 M a rC h Product Notification

Product Withdrawal

No longer reported
to the TGA
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What is changing

Yellow tint Blue tint
URPTG PRAC
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Uniform recall procedure for therapeutic goods Procedure for recalls, product alerts and product
(URPTG) corrections (PRAC)

V2.4, March 2024
_ ) _ A resource for sponsors conducting market actions for therapeutic goods in Australia.
Guidance on procedure to undertake recalls and non-recall actions on therapeutic

gDDdE Last updated: 20 December 2024
Last updatad: 25 March 2024 W) Listen @ Print < Share
i Listen E Print s Share
On this page
What's changing_from the URPTG to the PRAC?
B Uniform Recall Procedure for Therapeutic Goods (URPTG) [POF, 824,32 Immediate actions
KE] Purpose

Step 1: Assessing_your emerging_problem

Step 2: Preparing_and submitting_your notification to us

B Uniform Reeall Procedure for Therapeutic Goods (URPTG) [Word, 73457
KB]

Step 3: TGA Review

Step 4: Initiating_your market action

Step 5: Finalising_your market action

The URFTG is for Australian sponsors who need to undertake actions {recall and non-

recall actions) for therapeutic goods in Australia. Your stakeholders - roles and responsibilities

Page history
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step 2. Preparing and submitting your notification 1o us

#IProduct Alert
Copy link to heading

wWhat's changing from the URPTG to the PRALC?

immediate actions

Purpose
step 1: Assessing your
Step 2 Preparing and submitting your notificat

& Deciding t

emerging problem

jon to us

Use the informati

Link copied

gtep 3: TGA Review
Step 4 Initiating your market action

problem most 2

Share or baokmark diractly to this saction of the pagé.

Step o Finalising your market action
vour stakeholders - roles and responsibilities

The types of

page history
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Procedure for Recall and Non-Recall Actions _
Step 1. Obtaining information and distribution status
Step 2. Conducting a risk analysis —————————--— -
Step 3. Deciding the type, class and level of recall —
Step 4. Developing an action strateqy —————--—-—- -

Step 5. Drafting a communication strategy --——————-—

Step 6. Submitting the notification s
Step 7. TGA's assessment of your proposed action---
Step B. Implementing the action — — -

Step 9. Reporting on the recall action ——————-—— S
Step 10. Reviewing the recall
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Key stages

& & &
*®G

An issue with a therapeutic good
is identified by consumers,
healthcare providers, health
departments, sponsors,
manufacturers, labs, retailers,
overseas regulators, research
facilities, TGA, etc.

Step 1: Assessing your emerging problem
Step 2: Preparing and submitting your noiification to us

Step 3: TGA Review

Step 4: Initiating your market action

The sponsor submits a recall Step 5: Finalising your market action

notice and works with the TGA to
agree on the appropriate recall
and communications strategy.

Manage Emerging lssue

Submit Notification Approve Recall Implement Recall Finalise Recall

The sponsor (in conjunction with
the manufacture as needed)
performs a risk assessment to

determine the necessary actions

to be taken

>
.
I'bﬂ
=

The sponsor notifies the TGA of the corrective
action taken within the appropriate

TGA reviews and assesses the documentation timeframe. If the report is satisfactory, TGA
to ensure completeness, compliance and issues a close-out report and shares recall
quality and publishes the recall to state and information other TGA stakeholders.

territory coordinators and the TGA website.

Therapeutic Goods Administration — tga.gov.au



Procedures for taking immediate actions ¢ Immediate actions

In circumstances where a sponsor becomes aware of a serious problem associated with a therapeutic
good, an immediate recall action may be required. Such circumstances include: & "_- }"Ou r problem relates to any Of the fO"DWi ng

+ Problems that pose immediate or significant health risks

™ A ey » |mminent and significant risks to patient lives or public health
« Problems involving certain therapeutic goods:

s Radiopharmaceuticals * Actual or suspected tampering
o Blood/blood component : :
= Biologicalhuman tissue + Radiopharmaceuticals

* Blood or blood components
Problems that pose immediate or significant health risks

Contact the Australian Recall Coordinator if the problem with the goods poses an immediate and
significant safety risk to the community as a whole.

Such risks include imminent risk of death or serious injury as well as potential disruptions to critical & YOU ShOu Id dO the fDI |0WII'Ig
lifesaving medicines, medical devices, or clinical services.

= Biological or human tissue

* Immediately instruct your customers to quarantine affected goods
Product tampering

Tampering occurs when:

* To prevent further use or supply, confirm that your customers have:

¢ notified impacted surgeons or clinicians (where applicable)
+ The goods are interfered with in a way that affects, or could affect, their quality, safety or

efficacy and ¢ notified other areas who may have received the goods
¢« The interference has the potential to cause, or is done for the purpose of causing, injury, or . » . .
harm to any person. * Then contact us (details below) promptly and be prepared to follow our instructions

The Act includes criminal penalty provisions applying to sponsors who fail to notify the Secretary of

actual or potential tampering. Further information can be found under Actual or potential tampering. Contact us as soon as possible if you're unsure whether to take an immediate action. For instance, if the

action could create a shortage or disrupt critical patient care, etc.

Problems involving certain therapeutic goods

Radiopharmaceuticals, biologicals, bloods and blood components must be used within a specific
timeframe. An immediate action for such goods is required when:

+ the goods do not comply with relevant specifications or
+ there are doubts as to the quality, safety, efficacy, or presentation of the goods.

Firstly, inform your customers of the immediate action

Contact customers immediately by telephone and/or email to prevent use.

Seek customers’ response advising that they have:

+ quarantined unused goods
« nolified the surgeon (for biologicals)
+ notified the clinician for infused blood components (for bleods and blood components)

Then, inform the TGA of the immediate action

Contact the Australian Recall Coordinator and follow the remaining steps in this procedure.

For biologicals, bloods and blood components, complete the Human blood and tissues recall report W O r d S W O r d S
form and send it to the TGA.

Following the TGA’s agreement of the recall action, provide the sponsor's customer letter to all known
recipients of the affected products.

Therapeutic Goods Administration — tga.gov.au
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s ‘ @ @ Procedure for Recall and Non-Recall Actions

An issue with a therapeutic good
is identified by consumers,
healthcare providers, health
departments, sponsors,
manufacturers, labs, retailers,

Etﬁp 1 Obtaining distribution and stock status
overseas regulators, research
facilities, TGA, etc.

Follow Steps 1-10 in order. If you decide on a non-recall action, you may skip Step 4.

Gathering Information

Step 2

Conducting a risk analysis

Manage Emerging lssue

* Details of good

* Risk analysis

Therapeutic Goods Administration — tga.gov.au
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An issue with a therapeutic good
is identified by consumers,
healthcare providers, health
departments, sponsors,
manufacturers, labs, retailers,

overseas regulators, research
facilities, TGA, etc.

Manage Emerging lssue

Details of good

Risk analysis
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s Step 1: Assessing your emerging problem # Risk analyses

You shouid gather as much information about your problem as possible, to ensure that we can assess your When a manufacturer notifies you of a problem or defect, you should receive their risk analysis (also calied
notification promptly once submitted. For safety-related problems, do not delay in notifying us even if you health assessments (HRA), health hazard evaluations (HHE), etc.). Ensure that you are aware of the

are missing some details - we would rather be aware of emerging probiems, especially ones with significant conclusions of your manufacturer's risk assessment when submitting it to us.

safety risks.

if you do not have the manufacturers risk analysis for any reason (for exampie, if the problem has arisen
from local complaints and/or adverse events), you should:

& Details of affected goods

h informati: 3
You should know: = gather as much information as you can

= detail the complaints and/or adverse events to the manufacturer and request a risk analysis from

them.
Product identifiers Quantity and distribution Problem details e
= Product Name = Date released to the = How the problem & What the risk a“alyﬂs should include
Australian mariet urred
* ARTG Mumber(s) dstralian marks e We will follow up if the following is not addressed:
s  Quantity of affected stock =  \What happers when the

= Batch/Lot/Serial

in the market problem: occurs

Numbers Manufacturer's
«  Manufacture Date(s) = Monthly consumption or = When and how you became Details of the problem Hazard severity proposed corrective
reorder rate {if applicable) aware of the problem action

Expiry Datefs)

CTM Mumber(s) for
goods involved in
Clinical Trials

Your approximate market
share for the kind of
product

States and Territories with
the affected product

Twpes of customers the

The number of complaints
and/or reports of patient
deaths, injuries or other
harms (if any)
Photographs or pictures
that help fllustrate the
problem:

= Details of the affected

goods

* How and when the

problem was first
identified

* How the problem occurs

A probability/severity
assessment or matrix,
including d:
the conclusion was reached

hedica! conditions that may

contribute to/worsen the

tons and how

= Root Cause analysis

®  Tests and
investigation
resuits

= Preliminary
Carrective and

goods have been

distributed to (e.g. . i tenirf hazard Preventive Action
supermarkets, hospitals, e = Altemative treatment opticns (CAPA) if identified
=t » Hazard of previding no = Date CAPA was

* Adverse event details
treatment if alternatives are opened

{induding international

applicable) reparts) not available
= Countries and dates of = The ability of the
export COMSUMEr, caregiver, of

health professicnal to
discover or identify the
issue prior to or during

You shouid also know the following details for specific types of products:

Medicines Medical devices Bloods and biologicals e
= Dosage form [e.q. tablet, liguid, » Catalogue ® Primary Danation & Commercially sensitive or personal information
injectable} Mumber Mumber
You must call attention to commerciaily sensitive infermation in your notification.
= Strength = Part Number = Secondary Idel er
¥ MNuml| i i le) 4 » : . ! 2 . A .
= Packsize *  Model Number Rimbe e lif dpplicala) Do not give us any personal information or private detalls of any patients/individuals.
= Aversge/recommended daily = Software Wersion *  Tissue Bank Number
dose Mumber s Donation type We will manage any information that is commercially sensitive or private in line with the TGA'S privacy
pelicy.
= Unigue Device = Date of Donation o
Identifier(s)

Therapeutic Goods Administration — tga.gov.au



Purpose of this document 5 Sponsor's customer letter for recall actions 32 |' Step 2: Preparing_and submitting your notification to usI
o 2 ERpRIING M s - o What is a notification?
T s 5 Headings 33
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Undertaking an action 7 Text for the cor recall noti 38 o TGA temm
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Step 4. Developing an action strategy 15 Consumers and recalling goods 47
Stop 5. Drafting a ¢ Ication strategy 17 TGA and recalling therapeutic goods 47 o Market action nomenclature
Step 6. Submitting the notification 18 State and territory recall coordinators and recalling therapeutic goods —--—--49
Siap 7. TOA'S ainesament of yous propisid sction 19 Recalls and the ACCC 49 o Determining the class of market action
Step 8. Implementing the action 21 Mandatory recalls 51 » Class | - Critical safety-related
Stop 9. Reporting on the recall action 22 Legislative basis for mandatory 1l 52
Step 10. Reviewing the recall 23 Action by a TGA deleg 54 = (lass Il - Urgent safety-related
Recall and non-recall actions 24 Failure to comply with mandatory recalls 54 .
Types of recall actions 25 Counterfeit therapeutic goods 55 = Class Il - Lowest risk
Classes of recalls 26 Actual or potential tampering R o How we determine the class
Levels of 11 29 Version history 56
Non-recall actions 31

Recall and non-recall actions

25

Types of recall actions

S — T

Classes of recalls ——--

)

Levels of recalls —————

S —

MNon-recall actions ---
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Classes of recalls
Follow this guide te determine the hazard classification (“class”) of the recall action.
There are three risk classes to convey the serisusness of the problem and degree of risk Invelved.

* Class | — Mos! serious safety-related
« Class |l - Urgent safety-related
*  Class lll - Lowest risk

Class | — Most serious safety-related

A situation in which there ks a reasonable probabliity that the use of, or exposure to, the deficlent
therapeutic good(s) will cause serous adverse heaith consequences or death.

Class | examples

fwith i medical cor

*  Wrong medicine (label and contents are different)
» Chemical contamination

»  Microbial contamination of sterile inj or r

s Mix-up of some medicines (‘rogues’) with more than one container involved

»  Wrong active ingredient in a mulli-component medicine.

Medical devices
*  Holicold gel pack contains a toxic sub

s Higher fracture rates for implantable cardiac leads that may result in Implantable Cardiovertar
Defibrillators (ICDs) not providing effective therapy, resulling in serious injury or death

. fhy defacts ting in linear !
delivering doses to the wrong location

that could be accid |

by a child

dalivering the wrong radiation dose or

#  Hardware or software failures in ventilators resulting in shut down during its use

+  Afalse result on an IVD test for a medicine with a narrow therapeutic range that could lead to
an overdose, causing permanent injury

= Afalge negative result on an VD test for a serous o highly contaglous disease.

Biologicals and blood components

Retainad plees of pul yall
arganism

ft showing positive microbial growth of a pathogenic

s Blood companents accidently released after donation testing initial-positive 1o mandatory
testing.

Class Il - Urgent safety-related

A situation in which use of, or exposure to, the deficient therapeutic good(s) may cause lemporary or
health of where the probability of senous adverse health

y 1
consequences is remote.
Class Il examples

Medicines
When there are medical consequences:

* Mislabeliing (e.g. wrong or missing lext or figures)
«  Missing or incorrect safety information in leaflets or inserts

*  Microbial contamination of non-in hthalmic sterile medici

. FOn-C

«  Mix-up af medicines in containers (‘rogues’)

+  Mon-compliance with specifications, such as in an assay, stability, fill or weight

& Insecure of i closures for rr
requiring child-resistant packaging.

such as cyloloxics, potent goods and medicines
Medical devices
«  Microblal contamination of a personal lubricant

« Higher than expected rate of revision surgeries due lo mechanical failures o one of the
components in a Lotal kip, knee or shoulder implant

« Infusion pumps giving visual or audible alarms due to software or hardware problemns resulting
In delay in infusion

*  Omission of p i y Infe 100 p
patient, such as omission from the Instructions for Use for a catheler of a precaution for
certain procedures that could cause complications in its removal

thal eould cause complications for the

+  An VD test kit that could identify the wrong strain of micro-organism and lead 1o inappropriate
treatment.

Biologicals and blood components
+ Subsequent lesting of the bone donor has shown development of cancer

Estimating the class from the likelihood and severity of the problem
The following guide may be used to estimate the class of the action.

We will review your notification and may change the class to better fit the nature of the hazard.

»  The culture sample for microblal testing was mislabelled with that of another donar,
In the patential for the blological being released with untraceable resulis

s Suspacled bacterial contamination due to adverse transfusion reaction while infusing the
blood component manufactured from the same donation

+ Geographical or medication deferral not applied or applied iIncorrectly for the bloed donation.

Class lll - Lowest risk

A situation in which use of, or exposure to, the deficient therapeutic good(s) will not cause adverse
health consequences, or where the probability of minor adverse consequences is remote. Class Il
actions are lypically concerned with matters other than product safety.

Class lll examples

The goods meet acceptable standards of safety and efficacy and the problem does not in itself present
an imminent risk.

Howaver, if not reciified, the sltuation may present a hazard in the future.
Medicines
+ Faulty packaging, such as wrong of missing ARTG number or sponsor's name and detalls.

Medical devices

+ The ouler packaging of a medical device Indicates a different size to the one supplied In the
b, but it would be obvious to the cliniclan that the device was the incorrect size.

+ An VD reagent is causing calibration fallures lowards the end of its sheif life, but there is no
effect on patient results.

Disinfectants
+  Adisinfectant has been mislabelled with an expiry date that predates the actual expiry date.

Likelihood of Hazard Occurrence Severity of Hazard
Very severs njury. likely permanant
Has oceurred, is oceurring damage, may require major surgery,
Likely frequently, of is expected o sccur Critical potential to be fe-threatening if
again within a shart period of time medical invention i not ablained, or
death
Results in more significant injury,
Is expected lo occur of reoccur at
Sometimes | some time, but not within a short Serious ki perinomint (Ao prodesional
Jod msd_mal treatment, or the potential of
o significant sequelae
May occur at some point, of a low May result in minor temporary injury or
Raraly number of Instances expacted for a Minor impairment not requiring professional
high use praduct medical intervention
Has not accumed, or an extramely Mo risk to health, or extremely mild
Unlikely limited number of instances. Very Negligible | such as user inconvenience, temporary
unlikely the problem may ever occur discomfort with no lasting effect
Severity
MNegligible Minor Serious Critical
Likely
Sometimes
Likelihood
Rarely
Unlikely

Therapeutic Goods Administration — tga.gov.au



& Determining the class of market action LikaliBuod of hace acaumping

|- Step 2: Preparing_and submitting_your notification to usl

° What i tification? & Class | - Critical safety-related Likely Has eccurred, is occurring frequently, or is expected to occur again within a short
hat is a notification?
peried of time

o Documents you must include

* The problem presents a reasonable possibility of serious injury or death.

% i TGA Biisi Servi (TBS Sometimes Is expected to occur or reoccur at some time, but not within a short period
[ ] L & AL e %
ccessing SLUsINes: services ) e Class | actions must feature the word 'Critical’ in the title of the customer letter.
o TGA templates Rarely May occur at some point, or a low number of instances expected for a high use
& = roduct
= Regarding the accuracy of customer lists & Class Il - Urgent safety-related P
o (Critical information Unlikely Has not occurred, or an extremely limited number of instances. Very unlikely the harm

* The problem presents a reasonable possibility of temperary or minor injury, and/or the likelihood of
; : g 50 e . may ever occur
o Situations requiring additional documents serious injury or death is remote.

o Electronic response forms e Class Il actions must feature the word ‘Urgent’ in the title of the customer letter.

Severity of harm
o |f you need to update your customer list or letter

& Class Il - Lowest risk

e e e Critical Very severs injury, likely permanent damage, may reguire major surgery, potential to

be life-threatening if medical intervention is not obtainad, or death

o : The problem is not likely to lead to injury, and/or the chance of a temporary or minor injury is remote. Class
o Determining_the class of market action P ¥ b / Bty L

Il actions usually address non-safety related problems. . - e o ) . . . .
e Serious Results in more significant injury, impairment requiring professional medical treatment,
= (lass | - Critical safety-related g E D) 4 ap

or the potential of significant sequelas

= (lass Il - Urgent safety-related & How we determine the class
g Minor May result in minor temporary injury or impairment not requiring professional medical
= Class Il - Lowest risk ) v § HERLRLAY 5 & L
: The class of a market action considers the severity of the potential harm, weighad against the likelihood of intervention
o How we determine the class T
i & Negligible Mo risk to health, or extremely mild such as user inconvenience, temporary discomfort

: : 2 G : ; with no lasting effects
For instance, some harms might be very severs (Le. 3 permanent injury) but extremely unlikely, while others

might be less severe (e short delay to treatment) but more likely to cccur. We consider all scenarios, in
particular, the worst-case scenario, whan evaluating the potential risk and determining the Class.

Qur classification of your action is informed by your submitiad risk assessment. You may use the table
below to inform your suggested Class, but it should not replace your normal risk assessment approach. Severigx
Negligible | Minor Serious Critical
Sometimes Class Il Class Il
Rarely Class Il Class Il
Unlikely
Show description of image v
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Step 3. Deciding the type, class and level of recall

Check whether the problem with your therapeutic good(s) requires a recall action before you considel
a non-recall action.

Check you need to conduct a recall action
Use the information gathered in Steps 1 and 2 to assist you in deciding the:

1. type of recall
2. class of recall

3. level of recall

Need help?
Contact us if you need help.

Part of our role is to undertake an independent assessment of the risks and ensure that recall actions
are conducted when appropriate.

You have a recall action

If after completing this assessment, you think you have a recall action:

* continue working through these recall procedures

+ do not delay notifying us.

You do not have a recall action

If, after completing this assessment, you think the problem with the therapeutic good does not warran
a recall action:

+ determine if a non-recall action may address the problem and

« for non-recall actions, go to Step 5 Drafting a communication strateqy

Uniform Recall Procedure for Therapeutic Goods
V2.4 March 2024

Page 15 of!

Types of recall actions

Read through the following types of recall actions. Use your risk analysis and all the information you
have to determine which of the following four types of recall actions apply to your situation:

* Recall

& Product defect correction

» Hazard alert {implanted medical devices and biclogicals)
« Product defect alert

Recall
A recall is one type of recall action.

A recall is conducted lo remove therapeutic goods permanantly from the markel or from wse when
there are deficiencies or potential deficiencies in safaty, guality, efficacy, performance or presentation.

Recall includes:

Remowval from supply or use of products with inherent design or manulacturing defects
Requesls o check and return products found 1o be dalective sent ta your customers, such as:

& pharmacisis

*  hospilals

« patholegy laboratones

» [ractionalors

= operaling and research facilities

= biomedical engineers

s others.

Recall does not include:

s removal of ime-expired products whare those products were released prior to their expiry. NB:

product released after |ts expiry i considered a process failure in which case the URPTG
should be applied or

= ramaval of appropriate numbers of products for testing to determine whether there are
deficiencies relating to quality, safely, efficacy, performance or presentation.

Product defect correction
A product defect correction is undertaken to correct a specific or potential deficiency.

In some inslances, the product can continue to be used if there is robust mitigation in place until a
parmanent cormection has baan implemented.

Praduct defect cormection includes:

s the repair, modification, adjustment or re-labelling of therapeutic goods for reasons relating to
deficiencies in the quality, safety, efficacy, performance or presentalion

» coffectons involving a product’s expiry date

s updates or changes lo any accessories, operaling instructions, patient information leaflets and
patient implant cards or software

Uniform Recall Procedure for Therapeutic Goods
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This includes updates to Service Manuals and preventative maintenance procedures whana the
sponsor does not directly undertake servica aclivities e.g. if haspilal biomedical engineering staff
parform the saervicing.

The corrective action may take place al any agreed location, including:
« the user's pramises (field correction)
« any other agreed location.
Product defec! carrection does not include removal of individual products foe:

« [epair in the evenl of an incidental malfunction or fallure as a result of normal wear and tear or
lack of good maintenance

+« appropriale prevenlative maintenance

« modification due to technical improvements {that does not relale to guality, safety, efficacy,
perarmance of presentation).

Hazard alert (implanted medical devices and biologicals)

A hazard alert is issued for an implanted therapeutic good with a deficiency or polential deficiency
redating to its safaty, quality, parformance or efficacy because implanted goods (medical devices or
biologicals) cannat be recalled.

Hazard alerts consist aof:
« precaulionary information for health professionals, including advice on:
«  siluations to be aware of
+ polential complications
+ advice aboul on-going management of affected patients.

A hazard alert may be Issued in conjunction with a recall notice for affected products that have not
been implanted.

Product defect alert

Discontinuation of treatment is sometimes riskier than continued use of the deficient product. This
oceurs for critical therapeutic goods for which thare is no alternative product or for which a recall
action will resull in Interruption of patient reatment, a medical device supply disruption or a medicine
sharage.

Product defect alerts:
« raise awareness of the concerns about safety, quality, efficacy or performance

+« describe actions thal clinicians or patients may lake to mitigale rsks due o product
deficiencies.

A product defect alert may later be followed by a recall once unaffected or alternative products
become available.

Classes of recalls
Follow this guide to detarmine the hazard classification (“class™) of the recall action.
There are three risk classes o convey the serousness of the problem and degree of risk involved.

s Class | — Mosl serious salely-related

Uniform Recall Procedure for Therapeutic Goods
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Step 3. Deciding the type, class and level of recall

Check whether the problem with your therapeutic good(s) requires a recall action before y
a non-recall action.

Check you need to conduct a recall action
Use the information gathered in Steps 1 and 2 to assist you in deciding the:

1. type of recall
2. class of recall

3. level of recall

Need help?
Contact us if you need help.

Part of our role is to undertake an independent assessment of the risks and ensure that re
are conducted when appropriate.

You have a recall action

If after completing this assessment, you think you have a recall action:
* continue working through these recall procedures

You do not have a recall action

If, after completing this assessment, you think the problem with the therapeutic good does
a recall action:

= determine if aInDn—recaII action fnay address the problem and

= for non-recall actions, go to Step 5 Drafting a communication strategy

» for non-recall actions, go to Step 5 Drafting a communication strategy

Uniform Recall Procedure for Therapeutic Goods
W24 March 2024

Non-recall actions
Mot all problems require recall actions. You can conduct a non-recall action if:
& lhe therapeutic goods meet all specifications and standards, and
« lhere are no deficiencies in safety, quality, efficacy, performance or prasentation.

I the product doss not meat all specifications and therapeutic indications, then
conduct a recall.

Make sure that we agrea thal a non-recall action is appropriale.
There are four types of non-recall actions:

« Safely aler

» Product notification

« Quarantine

*  Producl withdrawal

Safety alert

Salety alerts are issued 1o provide information on the safe use of therapeutic goods In certain
situations where, although meating all specifications and therapeutic indications, its use could presant
an unreasonable risk of harm if certain specified precautions are not followed.

A salety alert is generally used for reiterating specific precautions or instructions regarding use of the
goods.

We review the final signed salety alert (Step 7 of the procedure) and will:
» contact you with the oulcome of our review
« distribute the safely aleri to:

# slate and lerrilory recall coordinalors
» ralavanl parties listed in the Australian Recall Coordinatar recall nolification lisl.

Product notification

A product notification provides information about a therapautic good in a situation that is unlikely to
involve significant adversa health consaquencas.

Quarantine

A quarantine action suspends further supply and distribution of the goods pending your investigation
of a problem. The aulcome of the investigation will determine whal further actions are required.

Cuarantine of goods should be considered if a defect ks identified in released goods which has the
potential to cause problems with the safety, efficacy (medicines | biologicals) or performance (medical
devices) of a therapeutic good.

Unitorm Recall Frocedurs for Therapeulic Goods
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Quarantine actions cannol be undertaken lo a consumer level. This aclion type can
only be applied to wholesale, hospital or retail levels.

Any given recall or nan-recall action may accur alter your quarantine nolice is agreed. Distribution of
your quarantine notice needs to be commensurate with the depth of supply of the goods, to either the
whaolesale, hospital or relail level. We review the final signed quarantine notice (Step 7 of the
procedure) and will:

«  contact you with the outcome of our review

+  distribute the guarantine notice lo:

+ slate and territory recall coardinators

« relavant parties listed in the Australian Recall Coordinator recall notification list, and

« any ather body as deemad necessary given the nature of the matters al hand e.g. prafessional
bodies.

When you adwvise us the oulcome of tha investigation, wa will dalermine whether the quarantine can
be lifted or whether further recall action ks required (if recall action ks required, retum to Stap 1 of the

recall procedure).

If the: quarantine can be lifted, we will review your second notice advising of this action (Step 7 of the
procedure) and will:

«  contact you with the outcome of our review
+ distribute the second notice 1o:

» slate and lerritory recall coordinators
« relavant parties listed in the Ausiralian Recall Coordinator recall notification list, and

+ any ather body who received the original notica.

Product withdrawal

A product withdrawal is used to withdraw products for reasons that are not related o safety, quality,
afficacy, performance or presentation e.g. removing a previous model from the markel when a new
model has bean released.

Sponsor’s customer letter for recall actions

The sponsor's customer letter is a factual statement of the reasons for the recall, togather with specific
details to easily identify the affected goods.

Preparing the customer letter
When preparing the customer letler:

+ use Auslralian spelling

+  use company letterhead

s include:

s the dale

« the name and tille of the signatory

Uniform Recall Procedure for Therapeutic Goods
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© Deciding the type of market action
Use the information you have gathered in Step 1 to determine the action which would mitigate the

problem most effectively.

The types of market action can be understood by asking:

‘What will the customer need to do to address an actual or potential problem with safety,
quality, efficacy, performance or presentation?”

& Recall

Some products can remain in use if there is an effective safeguard or workaround until a permanent fix is
performed.

The correction can be performed at the customer's premises or any other agreed location.
Product Corrections do not include:

* Repairs due to incidental malfunction from nomal wear and tear or poor customer maintenance
* Preventative maintenance

» Meodifications for technical improvements unrelated to quality, safety, efficacy, performance, or
presentation.

& Product Alert

After issuing the quarantine, your investigation should determine:

= how the problem is eccurring
= the risk posed by the problem vs the benefit of continued use

» the proposed next steps.

Following your investigation, we will work with you to determine whether the quarantine can be lifted, or if
further action (such as a recall or product correction) is required to address the problem.

If we decide your quarantine can be lifted, we must approve your end-of-guarantine communication before
you can distribute it to your customers,

... return/dispose of the product. ... know something about the product.

Recalls permanently remove products from the market. Product alerts raise awareness about deficiencies, potential deficiencies, or other concemns with the use of a

product.

They include:
They are appropriate when:

* Removing products with design, manufacturing, or safety defects

stopping treatment could pose a greater risk than continued use of the affected product i.e. the

* Requesting customers to check and return any defective products. product provides critical treatment and there are no altematives.

BEETE Iy the affected product cannot physically be recalled (i.e. implanted therapeutic goods)

concerns or post-market signals indicate that users are not following established precautions or

* Return products to you or to the place of purchase instructions.

s Dispose of the product and contact you for a refund, replacement or credit. The alert may:

Recalls do not include: : - .
* advise on patient management strategies

+ Removing expired products that were released before expiry » describe precautionary actions for clinicians or users

+ Removal of an appropriate but small number of products from the market to test for deficiencies. » detail when alternative products or treatments are expected to be available following investigation

» reiterate existing product safety information for an otherwise safe product

& Product Correction * detail potential/emerging problems with the product.

‘... correct/fix the product Product Alerts may later develop into a Recall or Product Correction if alternative products or corrections
become available, or if further investigation alters the risk.
Product Corrections address specific or potential deficiencies.

& Quarantine
They include:
‘... avoid use or supply of the product, pending further advice.’
* Repair, modification, adjustment, or re-labelling of products due to quality, safety, efficacy,
performance, or presentation problems Quarantines tempaorarily suspend use and/or distribution of products already in the market, pending further

* Updates to accessories, software, operating instructions, patient information leaflets, implant cards, ifvestqationlclalnroblem:

service manuals, and preventative maintenance procedures (even if performed by the customer) i . . :
It should be considered if a potential defect could affect safety, quality, efficacy or performance of a

s Corrections to expiry dates, batch numbers, etc. product.
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Recall Recall N eW
Product Defect Alert Product Alert 'V\ Te rm i n O lOgy

Product Defect Correction Product Correction
Hazard Alert f Quarantine
Quarantine /
Safety Alert

Product Notification

No longer reported to

Product Withdrawal the TGA

Therapeutic Goods Administration —tga.gov.au




Key Definitions

Market Action...
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| — Critical
5;-,!5 Recall 7 Wholesaler &
Product
Il -Urgent / Correction Hospital&&
! Product
é“ . @ @ @
Ill - Lowest Risk | Alert Retall g g i
/e\ Quarantine Cﬂnsumer&&&&
How serious How will the problem
IS the problem? be fixed? Who needs to know?
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distribute to
retailers or other

organisations

tissue banks,

atc.)

Dental Clinics

and online stores

Other health

professionals not

* State and
territory Mursing homes working in the
purchasing and respite medical, dental, or
authorities facilities HUFSIngl
Institutions professions
invalved in
clinical

investigations

Health care
professionals,
clinics, and
private surgery

rooms

Ambulance
Services
(including the
Royal Flying

Daoctor Service).

Wholesale Hospital Retail Consumer
= Medicine [ Wholesale level, as Hospital and Wholesale Retail, Hospital
medicallerice well as: levels, as well as: and Wholesale
wholesalers/ levels, as well as:
distributors * Hospitals * Retail pharmacists
e Third parties (including = Retail outlets such * patients and
dispensar ather
holding goods to P .y as supermarkets,
pharmacies, health food stores CONSUMETs,
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Sponsors and recalling goods
If you are considering recalling a therapeutic good, follow the recall procedure.

As a sponsor of a therapeutic good, you have ongeing responsibilities to ensure you are prepared for
a recall and able to respond appropriately to complaints and problem reports.

Responsibility for recalling goods
The sponsor is responsible for conducting a recall action but can authorise third parties.

A TGA delegate for the Secretary of the Department of Health and Aged Care can mandate a recall to
protect the public from an unsafe good in accerdance with the Act if the manufacturer or sponsor does
not undertake the recall.

Civil and criminal penalties apply if you do not comply with a mandatory recall.

Your recall procedure
Your written recall procedure should include:

» |mmediate actions: it is essential that you follow the instructions, this involves contacting the
Australian Recall Coordinator straight away

« step for noting our agreement to your recall action and communication strategy (Step 7)
» the people in your organisation who will be involved in a recall action

« how to access current contact details for:

» TGA

« businesses and organisations to contact

« hospitals and other healthcare facilities to contact

» bodies representing health professionals

» general retail outlets that may supply your products

» state and territory recall coordinators

« funding bodies

= the acticns to take (listed in chronological order), including those described in this procedure
+  how you obtain technical details for the recall action and any organisational contact details

+  how you obtain distribution records (including to any export customers)

» your procedure for documenting the crganisations contacted and their responses

* possible arrangements for:

+ retumed goods

+ guarantine facilities

» disposal or medification of the affected goods

= replacement of the affected sfock

+ reimbursing direct costs incurred by those acting on the instructions in your spensors
customer letter

+ report on progress in Step 9 of the recall procedure.

Communicating with other interested parties

Itis your responsibility to communicate with interested parties not directly invelved in the recall aclion
(e.g. funding bodies).

Keeping details current and accurate

Have arrangements in place 2o that your TGA Business Services administrator keeps your recall
coordinater details in the system current and accurate.

If you do not have a nominated recall contact person, ask your TGA Business Services administrator
te update your records.

How your administrator nominates recall contacts

The steps for the ‘administrator’ to nominate recall confacts:

leg in to TGA Business Sernvices
view my organisation
view all contacts
edit a contact or add new contact
under ‘Organisaticn contact role’ select ‘RC — Recalls Contact’
enter a mobile number so we can contact the individual out of hours
check that the contact is autherised to speak with TGA:
o ‘Contact authorsation’ appears directly under “Crganisafion contact role’

LU

o for your own entry, "Account settings’ will show ‘Additional information’ if you are
authorised to speak fo us

8. save by selecting either:
= ‘Update details” (when edifing a centact)
o ‘Create’ (when adding a contact).

Distribution records

Keep sufficient records so you can recall any batch of goods from the distribution chain {a condition of
entry on the ARTG).

All distribution records should be easy to follow and readily available to us if we ask.

We rely on you for certain details {such as batch size, distribution chains and quanfities distributed)
that are important for developing a recall sirategy.

Analysing risk
The sponsor (when also the manufacturer) is respensible for analysing the risks with medicines.

If the sponsor is not also the manufacturer, the sponsor may cenduct the risk assessment in
conjunction with the manufacturer.

Communicating with your distributors

Make your wholesalers and distributors aware of their role in recall actions for therapeutic goods.
Cooperation from wholesalers and distributors is often essential for an effective recall action.

Ewvery whelesaler should have a procedure describing how they will conduct a recall action if you
request them fo do so. Wholesalers of scheduled medicines should follow the Australian Code of
Good Wholesaling Practice for Medicines in Schedules 2. 3. 4 and 8.
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& State and territory recall coordinators

State and territory recall coordinators maintain their own alert systems and procedures for communicating
market action information to their jurisdictions. This system includes contact details for relevant
organisations and health professionals who may be affected.

If you cannot reach a customer when attempting to follow up with them, you may contact a state or

terntory recall coordinator to see if they have more up-to-date contact information.

Therapeutic Goods Administration — tga.gov.au




Release of information
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Specific changes

State and Territory
Recall Coordinators
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Specific changes

PRAC

State and Territory

\_; TGA Recall Coordinators
— REVIEW

Delete private
information only

Direct follow up from States and Territories Therapeutic Goods Administration - tga.gov.au




Specific changes

& Collecting customer responses

Once you have distributed the letter, you should receive confirmation from your customers that they have
received, read and understood your customer letter by returning a completed response form.

You must keep records of your customers’ responses, so that you can keep us informed of the progress of
your action. This is essential to closing out the action (5tep 5).

We prefer that you collect customer responses via post, email, or electronic form.

If you receive acknowledgements via telephone or through a site visit, ensure that you record the

name and contact details of the person responding to the action and the date this occurred. We
may ask you for these details.

& Following up with customers who do not respond

We expect you to attempt at least 3 times (not including your original attempt to contact them) to follow
up with customers whe do not respond to your customer letter. Use multiple contact methods including
email, phone, registered post, and site visits as appropnate.

If a customer is responsive but routinely difficult to reach, consider asking them to review the phone

number you have on file for them, and/or whether they could establish 2 group email inbox, so that your
correspondence will be visible to their colleagues.

Therapeutic Goods Administration — tga.gov.au



Specific changes

When and where to publish

Having regard to the global multimedia environment including the increasing importance of electronic
communications, consideration needs to be given to publishing, broadcasting and distributing the
consumer recall notices through a variety of means as approprate, including but not limited to:

» daily print media newspapers
+« television and radio

*» online newspapers, magazines, newsletters, trade and professional publications

& Statements on your website/social media

If you have been advised to also announce the action on your website, this statement should reflect the
wording of the TGA web statement.

Information published on your own website or social media should be publicly available for the length of
time specified in our agreement letter (minimum of 3 months). We may adjust this requirement when we
review your closeout report.

Therapeutic Goods Administration — tga.gov.au



S p e C ifi C C h a n ge S ¢ Step 5: Finalising your market action

& Reporting requirements

You are required to periodically report to us about the progress of your action. Additional reporting
requirements may be imposed at our discretion.

* You must use the reporting templates included in the agreement letter. They are also available on our
website — see the templates page

These reports are typically due at 6 weeks (interim) and 12 weeks (closeout) after commencing the
action

Different reporting timeframes may be agreed on a case-by-case basis

If the action is not completed by the 12th week, you will be asked to provide a valid reason for the
delay and additional reperts at a frequency determined by us

For certain actions, such as for blood component gcalls, we may require only one report. The due

ks (interim) and 12 weeks (closeout) after commencing the  |complete (all goods retumed/corrected,
. in

cally due at b weeks

These reports are yp!

action

case-by-case basis
Different reporting timeframes may be agreed on 3 Vi

S let
f the action is not comp™ requency determinad by us

delay and additional reports at af
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Search the Database of Recalls, Product Alerts and Product Corrections

What else Is changing =

1. Select product type
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3. Select date range
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Recall action templates

Tempilates t help you with your communications under the Unifoem recall prozediire for therapeutic goods
(URPTG).
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What you need to do

e Read the PRAC

- Ask questions Recalls Section

recalls@health.gov.au

e QMS Preparation




What happens next

e5 March 2025

e New Actions
*Ongoing Actions

e egislative Guidance



What happens next
® PR AC Update S ¢ Electronic response forms

You may use a QR code / link to an online survey response form to allow customers to respond to you

electronically. Your QR code / electronic form must:

* be linked under the header ‘response form' in your customer letter

* match the text of the response form template

* be working when you submit your notification so we can review the text of the response form.

4 Electronic response forms

You may use a QR code / link to an online survey response form to allow customers
to respond to you electronically. Your QR code / electronic form shouldmust:

» be linked under the header 'response form’ in your customer letter

» align withmateh the text of theour response form template

» be working when you submit your notification so we can review the text of the
link or electronic respense-form.
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Ask us questions

How to access and use Slido

Through the Slido application in Webex Using the QR code

= (G & O




aa Apps

H OW d id We go? Use the app in Webex

Take a moment to complete our survey

Use the QR code



Jack Casey

Project Officer/SME

Manufacturing Quality Branch
Department of Health and Aged Care,
Therapeutic Goods Administration

Questions?

Ask us through Slido

=] @

Nathan Coleman

Project Manager/SME
Manufacturing Quality Branch
Department of Health and Aged Care,
Therapeutic Goods Administration

Use the app in Webex

Craig Davies

Australian Recall Coordinator
Manufacturing Quality Branch
Department of Health and Aged Care,
Therapeutic Goods Administration

Sharon Bennett

Assistant Director,

Recalls Section

Manufacturing Quality Branch
Department of Health and Aged Care,
Therapeutic Goods Administration

Use the QR code




Will lice
nSeeS b .
to perform g "mscr,f?,u,-red

Canyou confirm thatthe
new PRAC is still
voluntary like the URPTG?

Uclarify p
for iy .Y DueD
or ClOS,ngRepOrt'f;teS

canyou differentiate

between recall approval and
execution froma

manufacturer perspective’?
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¢ Step 1: Assessing your emerging problem

& Details of affected goods

Quantity and distribution

*  Monthly consumption or
recrder rate {if applicable)
* Your approximate market

share for the kind of
product
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Could you create a national
database of Recall Contacts?

(Pharmacies, Hospitals, etc)

Do all OOS stability results
need to be reported to TGA?

ubmitted and reviewed

Will all reports S
lished in SARA/ DRAC?

in RAMP be pub
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Ta ke a moment tO Use the app in Webex

as Apps

complete our survey

Use the QR code
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Jack Casey

Project Officer

Manufacturing Quality Branch
Department of Health and Aged Care, TGA

Nathan Coleman

Project Manager

Manufacturing Quality Branch
Department of Health and Aged Care, TGA

Craig Davies
Australian Recall Coordinator
Manufacturing Quality Branch

f Department of Health and Aged Care, TGA
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Contact us

Recalls Section

recalls@health.gov.au
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Stay connected

Subscribe to updates

Social media

@ X

LinkedIn X (Twitter)
YouTube Instagram Facebook

www.tga.gov.au/about-tga/social-media

www.tga.gov.au/news/subscribe-updates



https://www.tga.gov.au/news/subscribe-updates
https://www.tga.gov.au/about-tga/social-media
https://www.tga.gov.au/news/subscribe-updates

Department of Health and Aged Care
Therapeutic Goods Administration
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