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Acknowledgement of Country

| acknowledge the Traditional
Custodians of the various lands on
which we all work today and the
Aboriginal and Torres Strait Islander
people participating in this meeting.

| pay my respects to Elders past,
present and emerging and celebrate the
diversity of Aboriginal peoples and their
ongoing cultures and connections to the
lands and waters of NSW.
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Recognition of living experience

The Clinical Excellence Commission
recognises and values consumers,
patients, carers, loved ones and staff
as partners in healthcare.

The voices of people with living
experience are powerful. Their
contribution is vital to the work of
continuously improving safety and
guality in our health system.
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The Clinical Excellence Commission
Specialists in safety: partners in improvement

We are:

« Committed to continuous improvement in patient safety.

* In partnership with hospitals, we work to enhance and develop a strong and
reliable safety culture, ensuring patients and their families and carers have a
positive experience of care.

« We strive for safer care, for every patient, every time.
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CEC statutory functions

The CEC is the lead agency for system level medicine and medical device issues.
Guided by Coordination of responses to urgent system-level medicine or medical device
issues PD2019 019. These issues may result from, but are not limited to:

» Product defect/contamination * Regulatory issues and recalls

« Manufacturing disruptions (e.g. raw Business decision to no longer

ingredient manufacture or stock an item
shortage or plant shutdown) » Increasing global reliance on single
» Supply chain disruptions manufacturers

* Increased product demand

AWk

W
GOVERNMENT <&~ COMMISSION Clinical Excellence Commission


https://www1.health.nsw.gov.au/pds/ActivePDSDocuments/PD2019_019.pdf
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Medicine shortage leaves

Aussies struggling to fill Medicine shortages an ongoing
scripts issue despite stockhold rules,

A well-known doctor is calling for urgent advocates say

changes to secure hundreds of basic

medications which are now in short supply. 7.30 / By the Specialist Reporting Team's Alison Branley

Posted Wed 6 Sep 2023 at 6:59pm, updated Thu 7 Sep

':l-i Aisling Brennan 2023 at 2:22am
X @AislingBrennan9 =] o ])allymeg{_ag!} =

© less than 2 min read April 23, 2023 - 4:24PM

News National

More than 50 antibiotics
still in shortage in
Australia, according to TGA
database

Children bearing brunt of
antibiotics shortage as
pharmacists resort to
making their own

More than 400 medicines are in short
supply across the nation, including more
than 50 antibiotics. See why and if your

: : : medicine is on the list.
By Melissa Cunningham and Aisha Dow

January 9, 2023 — 7.00pm : Tt Amanda Sheppeard
.. . . . © 2minread July 3,2023 - 7:39PM
‘(“"" TGA says.A.ustraIla is experiencing a shortage in over News Corp Australia Network
L\ (/4 CLINICAL 400 medicines
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Impact on our patients

« Potential for increase in medication errors, patient harm and mortality, resulting from:
= improper or inadequate drug substitutions, suboptimal care
= delays in care
= adverse events related to alternatives (sometimes inferior)
= confusion by patients, family and carers.
» Potential for increased patient out-of-pocket expenses.

* Frustration and resulting increase in complaints.
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What the shortages have highlighted

* Australia is heavily reliant on international supply chains for medications —
over 90% of medicines are imported.

* Need to reduce duplication of effort when dealing with shortages and
discontinuations.

e Care must be taken to prevent medication safety risks associated with
introduction of alternatives during shortages.
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Our NSW vision

The model for the management of medication shortages, discontinuations and
recalls:

= Ensure equity of access
= Promote consistency in the approach taken
= Ensure an appropriate and timely response

= Reduce duplication of effort within the NSW public health system
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Significant shortages

1800
1600
1400
1200
1000
800
600
400
200

Wik

GOVERNMENT

TGA reported medicine shortages
1644

1455
I i 1190

FY118/19 FY19/20 FY20/21 FY21/22

CLINICAL
.. EXCELLENCE
<&~ COMMISSION

Currently:
* 431 shortages listed on TGA website

* 44 deemed critical

In 2023 the CEC has:

* Reviewed 211 supply issues

* Reported 69 to the front line
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Management of medication shortages/discontinuations in NSW

Notification of

shortage

Notifications received

from numerous
sources:

* TGA

* HealthShare NSW
* Local facilities

» Drug companies

-
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Information

gathering

* Analyse usage and
current stock on
hand using available
data

» Determine if suitable
alternatives are
available

» Seek expert advice
from relevant clinical
groups

Risk assessment

* Assess impact on
patient safety based
on information
gathering in
accordance with
PD2019 019

* Develop risk
mitigation strategies
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Interagency communication

* Risk assessment and proposed
strategies presented to multi-
agency medicine shortage
assessment and management
(MSAM) team

« Team consists of representation
from the CEC, HealthShare NSW,
State Preparedness and Response
Branch, Chief Pharmacist Unit and
relevant clinical leads

Management of medication shortages/discontinuations in NSW (lI)

Communication to public

health facilities

» Dependent upon risk category
agreed by MSAM team

« Communication method varies
based on risk category

J

%1,
(3

os B CLINICAL
W EXCELLENCE

N
GOVERNMENT &= COMMISSION




Communication methods

Low risk — short term affecting a small number of Managed locally.
patients and/or an alternative medicine is available
that is directly interchangeable

Medium risk — short term shortages affecting a Entry on Medication Safety Updates (MSU)
significant number of patients or where safety webpage on CEC website and distribute
issues relating to available alternatives have been Medication Safety Communication or
identified

High risk — involves essential medicines where an Entry on MSU webpage and distribute
alternative is available but not directly or Safety Alert.
interchangeable or broader system impacts are

anticipated

Entry on MSU webpage, distribute Safety Alert and
escalate to Secretary.
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Medication Safety updates webpage

Medication Safety Communications
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Search for:
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Sort: | Date Updated ~ || Descending v ‘m

Date last updated: 18 Sep 2023
The information provided on this page is intended for use by NSW health clinicians. It may not be relevant to clinicians from other states or territories
and is not the complete list of medicine shorfages reported {o the Therapeutic Goods Administration — refer to the TGA @ Medication Shortages

Information Initiative and  Medicines Safely Update.

Be notified of updates on this page

Subscribe

Medicine Affected

Issued

Updated

Update

Status

Methylprednisolone sodium
succinate injection

11-Jul-23

18-Sep-23

There is a current disruption to the supply of methylprednisolone sodium succinate
(Solu-Medrol Act-O-Vial) 40 mg and 125 mg powder for injection due fo
manufacturing issues. Supply is expected to return from January 2024, Link
Healthcare have received approval under Section 19A of the Therapeutic Goods Act
to import supply of r pi e sodium te (Solu-Medrone) 40 mg and
125 mg for injection from the United Kingdom until 29 February 2024. Refer to the
Medication Safety Communication for further information on this disruption to supply.
available alternatives, and associated safety considerations (by clicking on the
medication name on the left)

Current

Vigabatrin

11-Jul-23

18-Sep-23

There is a current disruption to the supply of vigabatrin (Sabril) 500mg tablets due fo
manufacturing issues until at least 30 October 2023. The Therapeutics Goods
Administration (TGA) has made a Serious Scarcity Subsfitution Instrument (S55I1)
which allows community pharmacists to dispense a vigabatrin oral sachets when the
prescribed tablets are unavailable without prior approval from the prescriber. The
instrument will be in effect until 31 January 2024, unless ended earlier if the scarcity
is resolved. Further information regarding the shortage and SSS1 is available on the
TGA webpage (accessible by clicking the medicine name to the left). Additionally.
Sanofi have received approval under Seclion 194 (S194) of the Therapeutics Goods
Act to import supply of alternative 500 mg tablets from the UK until 31 January 2024,
however supply of the stock is limited. The alternative is idenfical in active ingredient
and strength. It should be noted that the blister packaging of the S19A alternative is
blue (compared to the Australian registered stock which is clear).

Current

Entecavir

21-Aug-23

18-Sep-23

There is a current disruption to the supply of multiple brands of entecavir 0.5 mg
tablets due to issues and ur in

demand. Limited stock remains available. M3V Health facilities can contact
HealthShare NSW for further infermation on oblaining supply. It is recommended
that facilities closely monitor their stock levels and consider the need to dispense
smaller quantities for PBS patients (i.e. 1 month) until the supply returns to normal

Current
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Issue date
23 August 2023

Review date
January 2024

Safety Notice 023/23

Disruption to supply - Lidocaine (lignocaine) 1% (50 mg/5 mL) and
2% (100 mg/5 mL) solution for injection (Pfizer and Baxter)

Situation

There is a current disuption to the supply of lidocaine 50 mg/5 mL (Pfizer” and
Baxter® lidocaine 1%) and 100 mg/S mL (Pfizer and Baxter lidocaine 2%) solution
for injection due to changes in commercial viability. Limited supply may continue to
be available.

Altemnative brands, for example Xylocaine®, remain available however are not
approved for the treatment or prophylaxis of ife-threatening ventricular arrhythmias.
and are labelled as ‘not for systemic intravenous use’ (see Figure 1 on next page).
The Product Information for Xylocaine® indicates it is acceptable via intravenous
route for regional anaesthesia only with the Bier's block technique after further
dilution to a concentration of 5 mg/mL_ (0.5%) to avoid systemic spread and
minimise the risk of

Background
Lidocaine is an amide type local anaesthetic and class 1 membrane stabilising
antiarrhythmic. It is indicated for-

* local or regional anaesthesia by nerve block, infiltration, injection, caudal or
other epidural blocks (all brands)

o systemic administration for the treatment or prophylais of lfe-threatening
ventricular arrhythmias including those assaciated with myocardial
infarction, general anaesthesia in patients predisposed to ventricular
arrhythmias, digitalis intoxication, o following resuscitation from cardi
arrest (specific brands only)

r specialist her y y Vi

o pain under
IV route (off-label use).
Assessment

The Pfizer and Baxter lidocaine 1% and 2% are the only products registey
Australian Register of Therapeutic Goods that are approved for systemi
intravenous use and do not have ‘ot for systemic intravenous use’ on
packaging

Xylocard 10% (lidocaine 10%) is approved and marketed for IV admif
the treatment and prophylaxis of lfe-tnreatening ventricular arrhyth
due to its higher concentration. this product is NOT appropriate or
alterative to lidocaine 1% or 2% without further dilution

Recommendations

To effectively manage the disruption to the supply of idocaine
and Baxter stock, it is recommended that:

«  Remaining stock of the Pfizer and Baxter brand is res
4 % rbded
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requirements must be carefuly as:
remains in clinical areas for the treatment of |
Review local protocols and procedures to
product is being sed (based on the indicat
administration).

FOR NSW HEALTH STAFF ONLY
This Satety
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Lidocaine (lignocaine) 1% (50 mg/5 mL) and 2% (100 mg/5 mL) solution
for injection (Pfizer and Baxter)

|
.‘E Appeared on Bridgewest out of stock report on 2 August 2023 as an
“anticipated” disruption to supply.
Liaison with HealthShare NSW to determine availability of alternative
brands.

Liaison with product sponsors/TGA to determine reasons why “not for
systemic IV administration” included on packaging of alternative

brands.

||
Information from clinical networks regarding the suitability of alternative
brand(s).

||

Safety Notice produced in collaboration with MSAM and MSEAC and
released on 23 August 2023 to assist sites running critically low.
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Salbutamol 2.5 mg/2.5 mL nebules

|
Disruption to supply communicated to HealthShare NSW by drug
sponsors by late July 2023. Liaison between HealthShare NSW and
o CEC to consider implications.

|
Assessment of historical usage and stock on hand to determine impact
of disruption to supply.

| ]

Advice sought from manufacturer and clinical experts regarding
inpatient and outpatient use of alternative strengths/forms.

|
Medication Safety Communication developed in consultation with
MSAM and MSEAC due to safety issues relating to available
| alternatives have been identified. Released 6 September 2023.
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Bayan Hosseini
Medication Safety Team | Clinical Excellence Commission

E CEC-MedicationSafety@health.nsw.gov.au
W cec.health.nsw.gov.au

1 Reserve Road, St Leonards NSW 2065
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