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TGA lifts propofol quarantine and highlights the importance of
good aseptic technique

Provive and Sandoz Propofol 1% emulsion for injection were quarantined from use
as a precaution in early May 2014 pending the Therapeutic Goods Administration
(TGA) investigation into potential contamination with Ralstonia species. Eight cases
of bacteraemia were reported, including three from South Australian hospitals.

Based on the balance of the information now available, the TGA is confident that
supply restrictions are not necessary for Provive 1%, Provive MCT-LCT 1% or
Propofol Sandoz 1% emulsion for injection products.

This includes batches A030906 and A030907 of Provive MCT-LCT 1% emulsion for
injection which were the batches quarantined following the initial notification of a
potential problem.

While the investigations into the possible causes are continuing, the TGA is satisfied
that the contents of the propofol emulsion vials from these batches are not
contaminated.

Aseptic technique important

Health practitioners should be aware that the outer surface of injection vials,
including the outer surface of the rubber stopper and the inner surface of the vial lid
or cap, are not required to be sterile and may not be free from microbial
contamination.

Strict aseptic technique must be followed when preparing and administering
injections to patients. This includes wiping the outer surface of the rubber stopper
with a suitable disinfectant swab and allowing it to dry before inserting any device
into the vial.

Product information supplied by the product sponsors, Claris and Sandoz, includes

further information about the importance of aseptic handling to minimise the
opportunity for infections in patients.
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Action required by health professionals
Health practitioners should:

1. be aware that the outer surface of the rubber stopper and the inner surface of
injection vial lid or cap are not sterile

2. ensure proper aseptic technique is strictly followed when preparing and
administering injections, including

a. wiping the outer surface of the rubber stopper and the injection site
with a suitable disinfectant swab, and

b. allow it to dry before inserting any device into the vial

Action required by SA Health services
Health services should:

1. ensure systems are in place to ensure staff are aware and comply with strict
aseptic technique when preparing and administering injections

2. remove the quarantine precautions on propofol products.

References:

TGA Notice 7 July 2014 Propofol release from Quarantine

MIMS Provive 1% Package Insert

MIMS Propofol 1% Sandoz Package Insert

MIMS Provive 1% MCT-LCT Package Insert
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http://www.tga.gov.au/safety/alerts-medicine-provive-mct-lct-140707.htm
https://www.mimsonline.com.au/Search/FullPI.aspx?ModuleName=Product%20Info&searchKeyword=provive&PreviousPage=~/Search/QuickSearch.aspx&SearchType=&ID=76700001_2
https://www.mimsonline.com.au/Search/FullPI.aspx?ModuleName=Product%20Info&searchKeyword=propofol&PreviousPage=~/Search/QuickSearch.aspx&SearchType=&ID=69130001_2
https://www.mimsonline.com.au/Search/AbbrPI.aspx?ModuleName=Product%20Info&searchKeyword=provive&PreviousPage=~/Search/QuickSearch.aspx&SearchType=&ID=89440001_2

