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KEY MESSAGE: NSW Health facilities are informed of the dijg

sodium (Pfizer) 5,000 units/5 mL injectio

alternatives and associated s i

ACTION REQUIRED BY:  Clinicians

REQUIRED ACTION: 1. Distribute this updated Sa
departments where heparin s J0 units/5 mL injection is
held, prescribed, and ini d include this Safety Notice in

2. Undertake a loca ncorporate the below
recommendation isruption to supply.

ument actions taken in response to this

system e.g., ims®.
stribution of this Safety Notice within 72 hours to:

Haematology
e Dialysis Units
e Pharmacy Services
e Nursing/Midwifery
e Medical Services
e Digital Health/ICT
Drug and Therapeutics Committees
All other relevant clinicians, departments and committees.
Website: https://www.health.nsw.gov.au/sabs/Pages/default.aspx
http://internal.health.nsw.gov.au/quality/sabs/index.html
Review date: March 2025
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What is updated in this Safety notice from SN:004/247

This Safety Notice replaces SN:004/24 Disruption to supply: Heparin sodium (Pfizer) 5,000 units/5 mL
injection ampoule which has now been rescinded. The Safety Notice has been updated to include
information on the availability of an additional international alternative heparin sodium (1,000 I.U./mL)
10,000 units in 10 mL multi-dose product under Section 19A (S19A) of the Therapeutic t 1989 and
associated safety considerations. Comparative information is now all included 1 in the
Assessment section.

Situation

The Australian registered medicine heparin sodium (Pfizer) 5,000 units/5 mL i ion (A :49232) is
currently in short supply due to manufacturing issues until June 20
Alternative international products from the United Kin >s of America (USA) have

been approved for supply under S19A of the Therape
from the Australian registered product in overall volu
storage requirements. Two of the S19A alternatives contain

S19A alternatives differ
e of administration and

At the time of publication, Pfizer have confirme
units/1 mL continue to be available.

arin 5,000 units/0.2 mL and 5,000

Background

e Heparinis a parenteral anticoagu
of venous and arterial thromb
fibrillation, and prosthetic heart

ications including treatment and prevention
e, treatment of acute coronary syndromes, atrial

ated Heparin Recommended Standard.

ox, and over- or under- anticoagulation can result in significant

S19A of the TR wic Goods Act 1989 compared to the Australian registered product, and includes
important safety considerations to note. All staff are advised to check the TGA website for updates

regarding further changes to supply dates and the TGA S19A approvals database for updates on S19A
alternatives.

Clinicians should determine the suitability of the S19A alternatives prior to prescribing, dispensing, or
administration to a patient.
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Australian registered product atives
Heparin sodium Heparin sodium sodium Heparin sodium
(Pfizer) (Wockhardt) hardt) (Hospira)
Product 5,000 units/5 mL 5,000 units in 5 mL 10,000 units in 10 mL
(porcine mucous) injection solution for injection or conca solution for intravenous and
ampoule for solution for inf or solution for infusion subcutaneous use
. . Orspec - S19A approval g ~ S19A approval expiry 30 June| Pfizer - S19A approval expiry 30
Supplier Pfizer November 2024 November 2024
5,000 unitsin 5 mL 5,000 unitsin 5 5,000 units in 5 mL 10,000 units in 10 mL
Strength
and volume Important safety consideration:
The Hospira S19A product is the same conce its/1 mL) however differs in total volume (10 mL) which must be taken into
consideration when administering the product.
o Water for injection 2 e Water for injections ¢ Sodium chloride
¢ Sodium hydroxide solution ¢ Benzyl alcohol (preservative)
e Hydrochloric acid e Sodium hydroxide
e Hydrochloric acid
.. e Water for injections
Excipients
Important saf
Products contf] benzyl alcohol and methyl parahydroxybenzoate must not be administered in pregnancy’, to premature
babies or neo h review based on duration of use in other patient groups (see European Medicines Agency leaflet for further
information).
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Australian registered product
Heparin sodium Heparin sodium Heparin sodium
(Pfizer) (Wockhardt) (Hospira)
p 5,000 units/5 mL 5,000 units in 5 mL 10,000 units in 10 mL
roduct . . . L . L . .
(porcine mucous) injection solution for injectiong olution for injection or solution for intravenous and
ampoule concentrate for solut antrate for solution for subcutaneous use
infusion infusion
e Intermittent intravenous e Continuous intraveno bntinuous intravenous infusion |e Continuous intravenous infusion
injection e Intermittent intraveno termittent intravenous injection |e Intermittent intravenous injection
Routes of e Intravenous infusion e Deep subcutaneous injection
administration |® Deep subcutaneous injection

Important safety consideration:
The Wockhardt S19A alternative products fro

registered for deep subcutaneous injection like the ARTG listed (Pfizer) product.

e 5 mL glass ampoule (single use)
¢ Packs of 10 ampoules

o 5 mL steriluer ampoule (single
use)
e Packs of 10 or 50 ampoules

¢ 10 mL glass vial
e Packs of 25 vials

Presentation |e
andlin

br single use within NSW Health and any remaining product discarded immediately after use in
Policy Directive (PD2022_032) and NSW Health Infection Prevention and Control in

Storage

; Do not store above 25°C
requirements

Store below 25 not store above 25°C

Store between 20°C and 25°C
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Australian registered product
Heparin sodium Heparin sodium Heparin Sodium
(Pfizer) (Wockhardt) (Hospira)
Product 5,000 units/5 mL 5,000 units in 5 mL units in 5 mL 10,000 units in 10 mL
(porcine mucous) injection ampoule [solution for injection or tra lution for injection or concentrate| solution for intravenous and
for solution for, for solution for infusion subcutaneous use
e Heparin Sodium FCparin Sodium =
5 1 in 5 elution far ian ar olution for Injection or ) itsi
"'?ﬂa“"""_l"““"".- ;m::um:";,‘ forinfusian Concentrate fél Solution for Infusion
Outer Contains pre ive Preservative free o
packaging orine " i
appearance/ For intraw e or intravenous use ?w‘_’a?o"&.‘»“u'n‘.t:':d“"" oo e i
artwork
e T — %OCKHAA’DI'
Heparin Sodium
1,000 LU./ml
5,000 units in Sml
Sakation for inoctionor
cﬂw{‘;—“j’:ﬁ.&:qu' 10 mL Multi-dose Vial &(ﬁgghNDCPAOQ-IHO-N
Single item Contams preservative HEPARIN :
Sodium Injection, USP N
appearance/ 10,000 usP Units/10 mL <
artwork (1,000 USP Units/mL) a
From Porcine Intestines. . gil;w?:::g‘l;{mm,s\r Holpira
e kIl’|:‘0¢'ll.'|ﬁllﬁﬂ PR TINAAM 1REGET
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Recommendations
e Assess the current status and availability of heparin 5,000 units/5 mL in each facility, ensuring all
locations of stock are identified.

e Develop a local plan to manage the supply shortage that includes (but is not lig
local stock holdings, historical stock usage, ability to obtain alternative supply; y
9

. assessing

needs. Sites should consider the lead time required for processing the
proactively place orders.

e Reserve remaining supply of Australian registered heparin 5,000 units ) ive free
S19A alternative for patients whereby the S19A alternatives con
appropriate, or for those receiving at-home care (e.g., dialysis pati
are available, ensure suitability for use with consideration
outlined above.

e Ensure vials of the S19A alternatives containing pr i i single use.

e If using the Hospira S19A 10,000 units/10 mL alternati
o Ensure clinicians are aware of the difference lume (10 mL) compared to
the Australian product (5 mL).

is intended to be administered an aining product.

e In the absence of the Australian registe or where the S19A alternatives are
unavailable/contraindicated, clinicia i eparin 5,000 units/5 mL (1,000 units/1 mL)
preparation can do so using altern

oncentration of 5,000 units/5 mL (1,000 units /1 mL)

tion to achieve required concentration of
5,000 units/5 mL (1,000 units/1mL)

Dilute with 4.8 mL of sodium chloride 0.9%

Use solution immediately after dilution

Dilute with 4 mL of sodium chloride 0.9%

Use solution immediately after dilution

¢avoid confusion between the different heparin preparations available
ay differ from local clinical protocols.

n should be closely monitored for signs and symptoms of sub- or supra-

In accordance with NSW Health High-Risk Medicines Management Policy Directive (PD2024_006) and
the NSW Health Medication Handling Policy Directive (PD2022_032), clinicians are reminded that an
independent second person check should be undertaken prior to the preparation and administration of
heparin.

e Consider the need to update configurations (for example, order sentences and product catalogues)
within Electronic Medication Management (eMM) systems where required to reflect change in
products based on local availability.
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