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An ALERT requires specific action by an identified person to address a serious patient safety risk.

Peripherally Inserted Central Catheter (PICC)
Device Complications — Guide Wire Retention

Arrow PICC with Placement Wire — 3 Fr. Gauge
Reference Product No. PC-01351-TW
Supplied by Mayo Healthcare

This ALERT is issued for the attention of all staff involved in the procurement,
distribution, and use of PICC lines. It is particularly relevant to intensive care units,
paediatric, oncology, radiology and anaesthetic departments.

1) To communicate specific actions required by health service districts to maintain
patient safety.

2) To inform relevant staff of the identified ‘failure modes’ associated with the use of
this device.

If not already completed, Queensland Health Service District Chief Executive Officers
must ensure:

1) Removal and quarantine of all above devices from use in your district until further
notice, in accordance with Attachment - Memorandum (8th October 2008).

2) Identification and management of affected patients (under 16 years of age and
PICC line inserted in last 2 years) and report back in accordance with
Attachment - Memorandum (10" October 2008).

e In June 2008 a senior Intensive Care Specialist inserted a PICC line on a 4 year old
male.

e This is a standard practice that has been in place for many years, providing a form
of venous access for patients requiring specific forms of drug therapy.

e Prior to insertion of the PICC, the catheter (and guide wire) had been shortened
using the guillotine enclosed in the pack.

e The following day a very fine filament of wire was noted in a chest x-ray of the
patient and this was correctly attributed to the wire used in the PICC insertion.

e The embolised wire was the outer coiled section of the guide wire which had de-
laminated and separated on withdrawal of the guide wire.

e The patient was subsequently transferred to a tertiary paediatric hospital where a
length of extremely fine wire was extracted from the patient by cardiac
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Why it Happened?

Failure Mode #1

Failure Mode #2

Failure Mode #3

Failure Mode #4

catheterisation.

e Areport on this incident has been generated to the Therapeutic Goods Authority
and the manufacturer and was thought to be an isolated case of device failure or
potentially an issue with a technique of insertion.

e As aresult of discussion between local senior clinicians, other children with the
Arrow 3FR PICC lines were reviewed. This led to a total of five confirmed cases
with embolised guide wire visible on chest xray.

e Itis important to note that in 2 of the five confirmed cases, the guide wire was
not cut during insertion.

e This prompted Queensland Health to take immediate action to ensure patient safety.

e The Therapeutic Goods Administration (TGA) has been notified and is currently
investigating these cases. Itissued a web-alert on 10" October 2008 available at;
http://www.tga.gov.au/alerts/devices/picc.htm

e Three previous TGA alerts have been issued on PICC line guidewires, most recently
in 2005.

Preliminary analysis of the Queensland Health reported incidents and useability testing
of the device at the Patient Safety Centre has revealed several failure modes. Further
investigation is occurring and these should be regarded as preliminary only.

Instructions/Warnings not available at the point of care:

Only one set of written Instructions are provided within each box of five individually
sealed device packs. No clear warnings are attached to or within individual devices to
alert the user to the potential for serious problems with shortening the catheter. Itis
likely that the instructions are not available to users at the point of care minimising the
likelihood of users being alerted to this hazard.

Guillotine provided in the pack facilitates shortening of the catheter:

Without specific warnings in the pack about the need to avoid cutting the guide-wire
within the catheter, users are more likely to cut the catheter together with the wire, when
shortening the catheter. Once this occurs, the outer fine coiled portion of the guide wire
unravels easily from the central wire core.

Pushing the guide wire back through the proximal rubber bung to the tip of the
catheter after cutting the catheter damages the guide wire:

After cutting the catheter in accordance with the instructions, pushing the guide wire
back through the rubber bung to the catheter tip prior to insertion causes unravelling of
the outer coiled wire. It also causes a kink in the proximal guide wire which further
loosens any unravelled section. This then increases the chance of separation and
embolisation of the guide wire during insertion.

Removal of guide wire through the rubber bung, after positioning catheter (even if
the guide wire was not cut) damages the guide wire:

After positioning of the catheter, removing the guide wire through the proximal rubber
bung has a tendency to strip the outer coiled wire behind the bung. This leads to
separation of a section of the outer coiled fine wire and potential embolisation.
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Failure Mode #5

Failure Mode #6

Potential Corrective Actions

Acknowledgement

Useful links

Prepared by:

Authorised by:

Removal of the guide wire together with the rubber bung port with the clamp in
situ, damages the guide wire (even if the guide wire was not cut):

After positioning the catheter, removing the guide wire together with the rubber bung
port has a tendency to strip the outer coiled wire behind the clamp. This leads to
separation of a section of the outer coiled fine wire and potential embolisation.

Low Detectability contributing to unrecognised guide wire retention:

Due to the extremely fine nature of the coiled section of wire, and the embolisation
leading to changes in anatomical location, it is easily missed on check xrays. It is also
not generally associated with symptoms.

This device should not be released for further use within Queensland Health until the
completion of the TGA investigation.

Notwithstanding user errors including cutting the guide wire during shortening of the
catheter, it is considered that the design of this device and the associated Failure Modes
identified through useability testing, introduce unsatisfactory risk to patients. As such,
increased vigilance or warnings alone, are not considered to be a sufficient risk control
measure to ensure safe use of the device.

The staff at The Townsville Hospital for reporting these incidents; staff at the Patient
Safety Centre, Medical Device Governance Unit and Office of the Chief Health Officer,
Queensland Health.

Queensland Health media release:
http://www.health.qld.gov.au/ph/documents/cho/picc _line.pdf
Queensland Health FAQs:
http://www.health.qgld.gov.au/ph/documents/cho/picc_line faq.pdf
Victorian incident report on PICC retained wire:
http://www.health.vic.gov.au/clinrisk/downloads/riskwatchjunejuly07.pdf
TGA web alert on Arrow PICC line issue:
http://www.tga.gov.au/alerts/devices/picc.htm

Senior Director Patient Safety Centre
Queensland Health

Chief Health Officer
Queensland Health
15" October 2008
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CENTRAL ACTIONS

e Queensland Health conducted a press conference and issued a media release at 12 noon today.

e Concerned parents have been asked to contact 13 HEALTH or 1800 509 220. They will have
their details taken and basic questions will be answered through scripted FAQ responses.

e The Office of the Chief Health Officer will centrally manage and coordinate communication of
this information with relevant Queensland public and private hospitals.

e Information will be available on the Queensland Health website and issued in a media release
today.

REQUESTED HEALTH SERVICE DISTRICT ACTIONS

Each health service district should undertake the following as a priority:

1.

=

=

7
8.

9.

Identify a contact officer and provide name and contact details to
CHO_CHO(@health.qld.gov.au

Advise by same email of whether PICC line insertion in persons 16 yrs and under is
undertaken in the hospital(s).

If the answer to (2) is yes, then proceed with the following:

Establish all cases of (paediatric < 16yo) PICC insertions in each institution from October
2006 (2 years back) from whatever means is available.

Review all x-ray films as a first response.

Prioritise each case as

a) evidence of retained wire

b) unable to exclude problem

¢) formal x-ray done but line present

d) all lines removed, no wire present on adequate film.

Recall patients in category (a) as a priority.

Pull all charts for patients in category (b) and (c), exclude if was a CVC (this may be
difficult to determine as a CVC or PICC from our ICU and Operating Theatre data).
Compile list of PICC patients and their coding.

10. Commence recall of patients in category (b) and (c).

Further information will be provided in due course, in relation to a coordinated response to public
enquiries through 13 HEALTH or 1800 509 220 and definitive treatment options for confirmed
cases of retained wire.

Thank you for your urgent response to this issue.

SIGNED

Dr Jeannette Young
Chief Health Officer
10/10/08



