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[bookmark: _Toc215837015]INTRODUCTION
These Instructions for Use relate to Rothband sandbag positioning aids with wipeable covers.
The way the aids are positioned, and the suitability of any particular sandbag for a specific procedure, is determined by the clinical team. Because this is outside the manufacturer’s control, it is the responsibility of the user to ensure that the product is appropriate for the intended application.
All sandbags are supplied with a fluid-resistant, wipeable outer cover. The sand-filled inner is not designed to be exposed or handled directly. If the cover is damaged in a way that compromises fluid resistance, the product should be removed from use and disposed of in line with local policy.
These Instructions cover the following models:
PRODUCT CODES
SBXX (and any derivative codes in the Rothband sandbag positioning range)

[bookmark: _Toc215837016]INTENDED USE
Rothband sandbag positioning aids are designed for use with medical imaging and interventional equipment as passive supports and stabilisation devices.
Typical uses include:
· Supporting or stabilising limbs and anatomical regions during imaging.
· Providing counter-weighting or gentle immobilisation to assist the radiographer in maintaining the required position.
The sandbags do not have an independent maximum weight limit; their safe use is constrained by the maximum patient / load rating of the table or support surface on which they are used.
The devices:
· Are non-sterile, reusable positioning aids.
· Do not provide pressure relief and must not be used as an alternative to a pressure-relieving mattress or cushion.

[bookmark: _Toc215837017]REGULATORY COMPLIANCE
The sandbag positioning aid range is classified as a Class I medical device under:
· MDR (EU) 2017/745 for products placed on the EU market.
· UK MDR 2002 (as amended, based on MDD 93/42/EEC) for UKCA marking.
Design and manufacture are carried out within a quality management system and in accordance with the following standards:
· EN ISO 10993-1 – Biological evaluation of medical devices – Evaluation and testing within a risk-management process.
· EN ISO 10993-3 – Biological evaluation – Tests for genotoxicity, carcinogenicity and reproductive toxicity.
· EN ISO 14971 – Medical devices – Application of risk management to medical devices.
· EN ISO 15223-1 – Medical device symbols to be used with labels, labelling and information supplied by the manufacturer.

[bookmark: _Toc215837018]CAUTIONS AND WARNINGS
· Before clinical use, the sandbag should be x-rayed or fluoroscoped as appropriate to ensure there are no artefacts or unexpected inclusions within the field of view.
· No special skills are required to handle the sandbags; however, they must only be used by trained healthcare professionals as part of a clinical procedure.
· The responsible medical professional must always apply clinical judgement when positioning a patient using the sandbags.
· Sandbag positioning aids are suitable for continuous use during an examination or procedure, but are not designed for long-term support or pressure care.
· Do not place the device on or near any heat source (e.g. radiators, hot-air outlets, sterilisation equipment). Excessive heat may damage the cover or compromise the fill.
· Materials used in the construction of the sandbag (cover and seams) comply with the relevant fire safety regulations for this class of product.
· Intended for use only in professional healthcare environments where operators with appropriate medical training are present whenever patients are in the room.
· Do not store or stack heavy objects on top of sandbags when not in use, as this can deform the cover or seams.
· Take care when using contrast media or other staining agents, as residues on the cover may produce radiographic artefact if not cleaned promptly.
· All warnings, cautions and safety considerations should be applied routinely and not only on first receipt of the product.
· Patients at high risk of pressure-sore formation should not rest directly on a sandbag for prolonged periods. Pressure-prone areas such as elbows, heels, neck and sacrum should be supported using appropriate pressure-relieving measures in accordance with local policy.
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During cleaning, always check the sandbag for signs of damage or fluid ingress. Examples include:
· Rips, tears or open seams in the outer cover.
· Visible staining beneath the surface or evidence that fluids have penetrated to the inner sand-fill.
If any of these signs are present, remove the product from service and dispose of it in accordance with local procedures.
Important: The sand-filled inner component is not designed to be removed or laundered. Cleaning relates to the wipeable cover only. Do not immerse or machine-wash the complete sandbag unless the design specifically allows the inner to be separated and removed.
[bookmark: _Toc215837020]1.1 DARTEX
· Wipe the surface with a mild detergent solution using a soft cloth.
· If the cover is removable and the manufacturer’s design permits, the empty cover may be washed or dry-cleaned using detergent at temperatures up to 95°C.
· For disinfection, sodium hypochlorite solutions may be used up to 10,000 ppm active chlorine.
· Do not use biological or phenolic-based cleaners.
· Allow the cover to be thoroughly rinsed and dried before re-use or storage.
· Minor surface wrinkling may occur and does not affect performance.
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· Wipe with a soft cloth and mild detergent.
· Where a separate cover is used and can be removed, it may be washed or dry-cleaned with detergent at temperatures up to 75°C.
· For disinfection, sodium hypochlorite may be used at concentrations up to 1,000 ppm active chlorine.
· Do not use biological or phenolic-based cleaners.
· Ensure the material is completely dry before storage.
· Some surface wrinkling is normal and does not affect function.
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· Clean by wiping with mild detergent on a damp cloth.
· Avoid chlorinated cleaners, which can attack plasticisers and harden the coating over time.
· For disinfection, use Rothband apron cleaner or a locally approved non-chlorinated disinfectant compatible with PVC.
· Do not use biological or phenolic-based cleaners.
· Dry completely before re-use.
· Some surface wrinkling may be seen after repeated cleaning.
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· Wipe the surface with a mild detergent solution using a soft cloth.
· For disinfection, sodium hypochlorite solutions may be used at up to 1,000 ppm active chlorine.
· Do not use biological or phenolic-based cleaners.
· Ensure the cover is fully dry before storage.
· Some wrinkling of the fabric may occur and is not considered a defect.
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At the end of the device’s life, or if it becomes damaged or contaminated beyond safe reuse, we recommend disposal as clinical waste in accordance with local hospital and regulatory requirements.
Where local facilities allow, non-contaminated sandbags may be segregated and the sand fill disposed of as non-hazardous waste, with the outer cover handled as clinical waste or recycled, subject to local policy.
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All products have a 12 month, return to base warranty
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	WSR Medical Solutions
(Trading as Rothband)
Unit 2 Hargreaves Mill
Hargreaves Street
Haslingden
Lancashire
BB4 5RQ
SRN: GB-MF-000017973
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	Eurolink Europe Compliance Limited,25 Herbert Place. Dublin 
D02 AY86
SRN: IE-AR-000002852

	Tel: 
	01706 830086
	
	

	e-mail:
	sales@rothband.com
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