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Dear Colleague, 
 
MIGRATION TO SINGLE-USE PRE-STERILISED 
INDIVIDUALLY WRAPPED SMALL ORTHOPAEDIC 
IMPLANTS IN NHS SCOTLAND 
 
Most orthopaedic units in NHSScotland use screws, small plates and 
other small orthopaedic implants which have been repeatedly 
reprocessed (cleaned and sterilised) by the local Central 
Decontamination Unit in racks or trays. Concerns have been raised 
that these implants cannot be properly cleaned, and we have 
photomicroscopic evidence that they retain or acquire organic and/or 
chemical residues during reprocessing. Legally, many of these devices 
are classified as ‘single use’, which means they must not be re-used 
following contact with a patient, but also that they should only be 
cleaned and sterilised once, prior to first use. We suspect many of 
these devices have been recirculating for many years, some perhaps 
for over two decades. Besides generic concerns over infection and 
CJD contamination, there is evidence to suggest that reprocessed steel 
implants can cause inflammatory reactions to a much greater degree 
than ‘pristine’ devices as delivered by the manufacturer, and there are 
also issues of corrosion and weakening caused by repeated processing. 
This has clear implications for reducing implant failures, and we have 
no option but to address the legal, regulatory and governance issues 
this practice raises. 
 
This letter is to give advance notice of our intention to move to a 
policy of using prepacked sterile single-use small orthopaedic implants 
across NHSScotland. A working group has now been set up by the 
Sterile Services Provision Review Group (the ‘Glennie Group’) to take 
this forward. I anticipate a formal Health Department Letter (HDL) 
will be issued in January 2007 with further details, and our intention is 
that this transition will be complete by end December 2007. A Q&A 
document is appended which aims to deal with any initial queries you 
may have. 
 
I would ask Chief Executives to circulate this Letter to local 
Orthopaedic leads, Infection Control Managers, Theatre Managers, 
CDU Managers and Procurement leads within the next two weeks. 
 
Yours sincerely, 
=

=
=
Dr Harry Burns
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SINGLE USE SMALL ORTHOPAEDIC IMPLANTS: Questions & Answers 
 
Q: Won’t using individually wrapped screws, plates etc increase operating time compared with 
having these in racks and trays? 
A: It will involve slightly different ways of working, but units who are already switching over report 
no significant delays. The implants will be held in trolleys or boxes in theatre, and will be packaged 
such that they can be quickly produced into the operating field. Suitable packaging presentations will 
be an issue stipulated within a new national contract. We are also looking at provision of sterile 
disposable templates.  
  
Q:    Apart from reducing the risk of cross-infection and implant failure, are there any other 
advantages to changing current practice? 
 A:    The risk of screw racks being replenished with incorrect sizes/types of screw will be eliminated 
and stock control/re-ordering should be made more efficient 
 
Q: Will we all have to use a single brand or system?  
A: No. The national contract will allow for a variety of brands and systems to be available. If a 
particular brand or device is only used very rarely across Scotland or by a very few surgeons for a 
common procedure, a case would clearly have to be made to explain why other makes are unsuitable. 
 
Q: Won’t this be expensive? 
A: The national contract for these devices will offer opportunities for significant savings on current 
prices due to having increased purchasing power with manufacturers. There is evidence that the prices 
paid through local arrangements with suppliers vary enormously – up to tenfold. We will be 
investigating consignment arrangements – units only pay for what they use, not for the stock held – 
and also specifying stock rotation arrangements. 
 
Q: What about the cost of our existing stock? Should we use it up first before going over to 
single-use? 
A: Most existing stock is likely to have been purchased some time ago (often many years ago) and as 
such has no impact on current budgets. Repeated reprocessing of stock does however place a 
significant additional burden on Central Decontamination Units, several of which are already working 
beyond their programmed capacity. 
It would be operationally simpler to implement a stepped programme to move over to individually 
wrapped small implants, perhaps by procedure or category, than to use up old stock and replace 
incrementally. Using up old stock would also simply prolong what we now recognise as suboptimal 
clinical practice. 
 
Q: So what do we do with our existing old stock? 
A: We will be negotiating with manufacturers to help resolve this. Some units have already offered 
existing stocks to third world countries. 
 
Q: We’re already short of space. How will we store enough individually wrapped stock to meet 
our needs? 
A: We will be negotiating with manufacturers to supply trolleys from which single-use packs will be 
dispensed. They may also be able to help with storage solutions. In units already converting to single-
use, many storage problems have been solved by simply installing wall shelves or free-standing 
shelves in the middle of a storeroom. 
 
Q: Why do we have to change at all? We’ve no evidence of any harm to patients. 
A: There are legal and regulatory issues here – not least that if a device specified as single use is 
reprocessed (cleaned and sterilised) having been previously sterilised, legal responsibility for that 
device passes from the manufacturer to the organisation and the operator. If a device subsequently 
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fails (e.g. shears, corrodes or loosens) the manufacturer would hold no legal responsibility for that 
failure. We know that a significant proportion of small implants in circulation were purchased as 
being single use in legal terms, but these are impossible to distinguish from others not so designated. 
As indicated in the covering CMO Letter, residues on reprocessed implants seem likely to contribute 
to implant failures and other problems whether through infection or inflammation. At the point of 
medium or long-term failure, it’s usually very difficult to attribute a clear cause. ‘No evidence of 
harm’ is completely different from ‘evidence of no harm’. 
 
Q: We’re just about to significantly re-stock our ‘recirculating’ screws and plates. Should we 
wait till 2007 to substitute individually wrapped pre-sterilised devices? 
A: At least two Scottish centres have already moved to individually wrapped pre-sterilised stock for 
over 50% of procedures. Given the drivers for this, we would encourage sites to begin migrating to 
individually wrapped stock rather than invest heavily in non sterile items. We envisage the new 
national contract for these items being in place by November 2007. 
 
Q: A colleague tells me it’s just not possible to work with individually wrapped items. Isn’t this 
just non-specialists telling us what to do, without appreciating the practical implications or 
consequences for patient care? 
A: Change can be a challenge, to some more than others: some centres are already moving to 
individually wrapped pre-sterilised devices, and are finding it a better way of working which is being 
actively embraced and championed by clinical staff and theatre managers.  The steering group which 
is taking this initiative forward is chaired by a Consultant Orthopaedic Surgeon, Mr Kevin Baird from 
NHS Highland. The Group also includes two Theatre Managers from major units and 
decontamination experts as well as medical staff from SEHD.  
In broad terms, this exercise is all about patient safety, good governance and best practice. 
 
Q: What about training? Where do I go for advice or discussion on the best way to do this? 
A: Experience suggests the training issues for theatre staff around moving to single-wrapped devices 
are relatively simple and straightforward, and we hope to incorporate this into contracts with 
manufacturers. The forthcoming Health Department Letter will contain details of units which are 
prepared to act as ‘exemplars’, who can use their experience to assist others in dealing with practical 
issues and new ways of working. 
 
Q: It’s surely not just orthopaedics – what about the other specialties? 
A: We recognise there are a number of specialist areas with similar issues, for example maxillofacial 
and spinal surgery. Small orthopaedic implants were first to be raised as an issue at national level, so 
this area will be ahead of the game: we aim to use what we learn during the process to deal with the 
other areas of concern in quick succession.  
 
Q: How will we be kept informed? How do we contribute our views and advice? 
A: The working group is aiming to run a series of regional workshops and to link directly with 
professional groups and clinical meetings. We fully appreciate the need to engage with surgeons, 
theatre managers, theatre nurses, decontamination staff and chief executives. We will get the best 
outcome for patients by all working together.  
 
SEHD 
October 2006 
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