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Urgent Customer Safety Bulletin.

Ryles Tubes Manufactured By Pennine Healthcare
Product Ref: See attached list
Lot: All Lots

Issue: Potential for the print graduations to be incorrectly
orientated.

23" August 2016
Dear Customer,

You are receiving this Urgent Customer Safety Bulletin as our records indicate that you have received
Pennine Healthcare Ryles tubes which are potentially affected by the issue detailed above.

Through our customer complaints process we have identified that there is a very small possibility
that a tube could have the print graduations running the wrong way. Although the incident rate for
this issue is extremely low, the risks posed by an incorrectly placed Ryles tube are unacceptable.
Therefore we have taken the opportunity to issue this Urgent Customer Safety bulletin.

In order to avoid the risk of inserting a Ryles tube with incorrectly orientated print graduations into a
patient, we request that you take the following simple steps when preparing the Ryles tube for
insertion:

1. In addition to your standard procedures, please inspect the Pennine Healthcare Ryles tube
to confirm that the print graduations are correctly orientated, i.e. the numbers increase with
distance from tip of the tube.

2. If the print graduations on the Pennine Healthcare Ryles tube appear to be the wrong way
around, i.e. they decrease with distance from the tip of the tube, DO NOT insert the tube.
See pictogram below for reference.

3. Select another Pennine Healthcare Ryles tube and, following the steps above, prepare the
tube for insertion.

4. Isolate the affected tube(s) and contact Pennine Healthcare to organise credit or
replacement.
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In order to confirm that the details contained within this Urgent Customer Safety Bulletin have
been acted upon, could we please ask that complete and return the acknowledgement on the

final page.

Yours Sincerely

Gareth Hazlewood
Deputy Quality Manager
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Affected Product Codes:

All Lots Affected.

Product Ref: Description:

RT-2006 Ryles tubes 6ch

RT-2006/L Ryles Tubes 6¢h with luer

RT-2008 Ryles tube 8ch

RT-2008/L Ryles Tubes 8ch with luer

RT-2010 Ryles tube 10ch

RT-2010/L Ryles Tubes 10ch with luer

RT-2012 Ryles tube 12ch

RT-2012/L Ryles Tubes 12ch with luer

RT-2014 Ryles tube 14ch

RT-2014/L Ryles Tubes 14ch with luer

RT-2016 Ryles tube 16ch

RT-2016/L Ryles Tubes 16ch with luer

RT-2018 Ryles tube 18ch

RT-2018/L Ryles Tubes 18ch with luer

RT-2020 Ryles tube 20ch

RT-2108 Ryles tube 8ch with metal tip

RT-2110 Ryles tube 10ch with metal tip
RT-2112 Ryles tube 12ch with metal tip
RT-2114 Ryles tube 14ch with metal tip
RT-2116 Ryles tube 16ch with metal tip
RT-2118 Ryles tube 18ch with metal tip
RT-2306 X-Ray Ryles Tube with Opaque tip 6fg
RT-2308 X-Ray Ryles Tube with Opaque tip 8fg
RT-2310 X-Ray Ryles Tube with Opaque tip 10fg
RT-2312 X-Ray Ryles Tube with Opaque tip 12fg
RT-2314 X-Ray Ryles Tube with Opaque tip 14fg
RT-2316 X-Ray Ryles Tube with Opaque tip 16fg
RT-2318 X-Ray Ryles Tube with Opaque tip 18fg
RT-2320 X-Ray Ryles Tube with Opaque tip 20fg
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Urgent Customer Safety Bulletin —
Acknowledgement Form

Pennine Healthcare Ryles Tubes.

Name

Position

Company/Institute

Address

| hereby confirm that | have read and understood the contents of this Urgent Customer
Safety Bulletin

Sign

Date

Please scan and return the completed reply form to: regaffairs@penninehealthcare.co.uk
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