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1. DEVICE DESCRIPTION
The Metal Rasp – 15cm is a hand-held, reusable stainless steel podiatry instrument with a textured filing surface. It is designed to file, smooth and reduce the thickness or irregular surface of toenails during routine clinical nail care. The 15cm length provides controlled hand positioning and access during use. The instrument is supplied NON-STERILE, is intended for repeated clinical use following validated reprocessing, and is suitable for steam sterilisation. ARTG: 445771.
2. INTENDED PURPOSE / INDICATIONS FOR USE
The Metal Rasp – 15cm is intended to be used to file, smooth and reduce regular, thickened, damaged or fungal toenails during podiatry and other appropriate clinical nail-care procedures.
This instrument is reusable and intended for repeated clinical use following validated cleaning, inspection, packaging and steam sterilisation between patient uses.
3. INTENDED USER
These instructions are intended for use only by persons with the required knowledge and training in a health care facility. The instrument should only be used by healthcare professionals with suitable technique and training in podiatry or clinical nail care.
4. GENERAL INFORMATION
All cleaning and sterilisation processes provided are general guidelines and any deviation by the processor should be properly evaluated for effectiveness, material compatibility and potential adverse consequences.
Any sterilisation process will still require validation by the end user at the point of use. The end user should also routinely monitor the validated reprocessing process, as effectiveness may vary depending on equipment, loading, water quality, cleaning chemistry and other local factors.
5. CONTRAINDICATIONS
Do not use the instrument if the rasp surface is excessively worn, damaged or deformed, or if the instrument is bent, cracked, corroded or otherwise unable to perform as intended. Improper transport, handling, clinical use or reprocessing may damage the instrument.
6. WARNINGS & PRECAUTIONS
6.1 Warnings for Reprocessing
The following instructions apply to this NON-POWERED reusable stainless steel podiatry instrument unless otherwise stated with the packaging of the product.
The instrument is provided NON-STERILE and must be inspected, cleaned, packaged and sterilised before first use and before every reuse.
Any protective packaging material must be removed from the instrument prior to the first cleaning and sterilisation cycle.
Immediate use steam sterilisation (IUSS) should only be used for emergency reprocessing and should not be used for routine sterilisation processing of the instruments.
If IUSS must be used, all cleaning/decontamination steps must be completed prior to sterilisation. IUSS instruments should be used immediately and not stored for later use.
DO NOT REPROCESS SINGLE USE ITEMS.
The textured rasp surface requires particular attention during cleaning. Ensure the complete working surface, edges and handle are exposed to the cleaning process and are free from retained nail debris or other visible soil.
6.2 Prion Contamination Warning
The sterilisation parameters recommended in this document are not intended and not suitable for inactivation of prions. Known or suspected prion contaminated instruments must not be reused and must be destroyed to eliminate the risk of cross-contamination.
6.3 Reprocessing Precautions
When reprocessing surgical instruments, always handle them with care, wearing personal protective equipment in accordance with facility policies:
Impervious apron
Shoe protection
Gloves
Face shield
6.4 Chemical/Material Compatibility
Saline and agents containing aldehyde, mercury, active chlorine, chloride, bromine/bromide, iodine/iodide are corrosive and should not be used on this stainless steel instrument.
Do not soak the instrument in hot water (above 45°C/113°F), alcohol, disinfectants or antiseptics unless specifically validated for the device and process. Do not exceed 2 hours soaking in any solution.
Do not use steel wool, wire brushes, pipe cleaners or abrasive detergents. Use a soft nylon brush when manual brushing is required so the stainless steel surface is not unnecessarily damaged.
For manual cleaning, use a neutral pH medical instrument detergent (approximately pH 6–8). In a validated washer-disinfector, cleaning chemistry may include an alkaline detergent (typically pH 10–12) followed by a neutralising agent, or a neutral pH detergent, where validated. Avoid strongly acidic products (pH 4 or lower) and unvalidated highly alkaline exposure.
Due to the potential for chemical residues to remain on the instrument and cause an adverse reaction or material damage, liquid chemical sterilants are not recommended as a substitute for the cleaning and steam sterilisation process described in this IFU.
7. LIMITATIONS ON REPROCESSING
Repeated reprocessing has minimal effect on the instrument when appropriate validated processes are used. End of useful life is normally determined by wear or damage from clinical use and reprocessing. Replace the rasp if the textured working surface becomes excessively worn or ineffective, or if corrosion, pitting, cracks, bending, deformation or other damage is present.
8. REPROCESSING INSTRUCTIONS (Cleaning, Disinfection, Sterilisation)
8.1 Point of Use
1. Throughout the procedure, remove gross debris from the rasp as required to prevent nail debris or other contamination from drying on the textured working surface.
2. Immediately after use, wipe the working surface and handle to remove excess visible soil. Pay particular attention to the textured rasp surface where debris may lodge.
3. Arrange the rasp securely to avoid bending, impact or contact damage during transport.
8.2 Containment and Transport
1. Whether used or not, opened instruments should be placed in a suitable sealed/closed container labelled as biohazard to protect personnel from contamination during transport to the decontamination area.
2. Contaminated instruments should be kept moist in the transport container by adding a towel moistened with water (not saline). Do not allow visible soil to dry on the textured surface.
3. Frequent retrieval and transport of containers of used instruments to the decontamination area is recommended so cleaning can commence promptly.
8.3 Preparation for Decontamination and Cleaning
1. Wear suitable personal protective equipment in accordance with Universal Precautions and facility policies.
2. Cleaning should be performed as soon as practical after the instrument is received in the decontamination area.
3. The Metal Rasp – 15cm is a single-piece instrument and does not require disassembly. Ensure the textured working surface, edges and handle are fully accessible before cleaning.
8.4 Automated or Manual Cleaning and Disinfection Processes (Choose ONE)
OPTION A — Automated Cleaning and Disinfection
WARNING: Use a validated washer-disinfector cycle suitable for reusable stainless steel surgical/podiatry instruments. Position the rasp so the textured working surface receives effective spray coverage and can drain freely.
1. Use only validated washer-disinfectors with approved efficacy (e.g., compliant with ISO 15883). Follow the washer-disinfector manufacturer’s instructions for loading, cycle selection, detergents and maintenance.
2. Use low-foaming, free-rinsing cleaning chemistry intended for reusable medical devices. The validated process may use an alkaline detergent (typically pH 10–12) followed by a neutralising agent, or a neutral pH detergent (approximately pH 6–8), as specified by the washer-disinfector and chemistry manufacturers.
3. If visible or dried soil is present on the textured rasp surface, perform manual pre-cleaning with a suitable neutral pH medical instrument detergent before the automated cycle.
4. Position the rasp in a suitable instrument basket or carrier with the working surface exposed to spray action. Do not stack instruments directly over the rasp surface.
5. Orient the instrument to permit complete drainage and to minimise pooling of water after the rinse stages.
6. Secure the rasp in the carrier so it is not subject to excessive movement, bending or damaging contact with other instruments during the cycle.
7. Following processing, inspect the textured surface, edges and handle for cleanliness and condition. Repeat cleaning using a fresh validated process if visible soil remains. Complete the validated thermal disinfection stage and final rinse with critical water where applicable.
OPTION B — Manual Cleaning and Disinfection
Note: Liquid chemical sterilants are not recommended as a substitute for the validated cleaning and steam sterilisation process. For manual cleaning, use a neutral pH medical instrument detergent (approximately pH 6–8).
1. Pretreat with an initial cold water rinse using running utility (tap) water for at least 30 seconds, directing the water across the full textured working surface.
2. Fully immerse the instrument in a low-foaming, free-rinsing, neutral pH medical instrument cleaning solution (approximately pH 6–8) prepared according to the detergent manufacturer’s directions.
3. While keeping the instrument submerged, use a soft nylon brush to gently scrub the entire textured rasp surface, edges and handle until all visible soil is removed. Pay particular attention to grooves or textured areas where nail debris may lodge.
4. Rinse under warm (27–44°C) utility water for at least 30 seconds, rotating the instrument so all surfaces are exposed to flowing water.
5. Repeat cleaning with fresh solution if any visible soil remains. Do not proceed to sterilisation until the instrument is visibly clean.
6. Perform a final rinse with critical water for at least 30 seconds, ensuring all detergent residue is removed from the textured surface.
8.5 Drying
After manual or automated cleaning, dry the instrument completely with a soft, lint-free cloth or micro-filtered, pressurised, medical-grade air. Ensure no moisture remains within or around the textured rasp surface before inspection and packaging.
8.6 Inspection
Following cleaning, inspect the complete instrument under adequate lighting to confirm that all visible soil has been removed, particularly from the textured working surface.
Examine the rasp for corrosion, pitting, cracks, bending, deformation, damaged edges, excessive wear or loss of effective filing texture. Confirm the handle is straight and secure and the instrument can be used safely. Remove damaged or excessively worn instruments from service.
8.7 Lubrication (Recommended)
Lubrication is not required for this single-piece instrument because it contains no moving joints, lock boxes or catches. Do not apply lubricant to the textured rasp working surface unless specifically required by an approved maintenance process.
8.8 Packaging for Sterilisation
Only packaging systems and accessories designed and intended for medical device steam sterilisation should be used.
Instrument tray packaging should be suitable for steam sterilisation and may require double wrapping according to the applicable facility procedure and packaging manufacturer’s IFU.
Position the rasp so steam can contact all surfaces and condensate can drain. Avoid placing heavy instruments directly on top of the textured working surface.
Protect the working surface from unnecessary contact or puncture risk during handling and packaging without obstructing steam penetration.
If a protective holder or cover is used, it must be steam-permeable, fit without trapping moisture, and be used according to the holder or packaging manufacturer’s written IFU.
8.9 Sterilisation (Steam)
Follow the steriliser manufacturer’s instructions for operation and loading of steam sterilisers. The packaged instrument must be positioned to allow direct steam exposure to all surfaces and effective drying.
Minimum cycle times (user must validate deviations):
Dynamic Air Removal — Minimum Cycle Times
	Item
	134°C Exposure
	Drying Time

	Wrapped Instruments
	5 minutes
	20–30 minutes


NOTE: The user must validate any deviation from the recommended time and temperature.
8.10 Storage and Transport
Sterile instruments should be stored under environmentally controlled conditions in a manner that reduces the potential for contamination and package damage in accordance with facility policies.
Sterile instruments should be transported in a manner that protects the package from puncture, crushing, moisture, excessive humidity, condensation, dust/dirt, pests and other sources of contamination.
9. LABELLING STATEMENTS 
9.1 Sterility Statement
This instrument is supplied NON-STERILE and must be cleaned and sterilised prior to first clinical use and prior to every subsequent patient use.
9.2 Reuse Statement
This instrument is REUSABLE and must be cleaned, inspected, packaged and sterilised between each patient use in accordance with this IFU.
9.3 Traceability (Recommended)
Where applicable, record: date processed, steriliser cycle number, operator initials, batch/load record reference, and inspection outcome.
10. SYMBOLS & GLOSSARY
10.1 Symbols
	Manufacturer
	Manufacturer

	Australian Sponsor
	Australian Sponsor

	Catalogue Number
	REF

	Batch Code
	LOT

	Non-sterile
	NON-STERILE

	Consult Instructions for Use
	Consult IFU

	Medical Device
	Medical Device

	Reusable
	Reusable

	Caution
	Caution

	Do not use if package is damaged
	Do not use if packaging damaged


10.2 Glossary
	IFU
	Instructions For Use

	IUSS
	Immediate Use Steam Sterilisation (emergency only)

	PPE
	Personal Protective Equipment

	Critical Water
	Water suitable for final rinse used in medical device reprocessing


11. REFERENCE STANDARDS AND GUIDANCE
ANSI/AAMI ST79:2017 Comprehensive guide to steam sterilization and sterility assurance for healthcare facilities.
AAMI TIR34:2014/(R)2017 Water for the reprocessing of medical devices.
Guideline for cleaning and care of surgical instruments. In: Guidelines for Perioperative Practice. AORN, Inc.
CDC Guideline for Disinfection and Sterilization in Healthcare Facilities, 2008.
Toxic and Hazardous Substances: Bloodborne Pathogens, 29 CFR §1910.1030 (2012). Occupational Safety and Health Administration.
12. MANUFACTURER DETAILS
ProPedicure Instruments
PO BOX Ladhar Hundai Road, Shak Gilliam 51310 Sialkot Pakistan
ARTG: 445771
Last Updated: 01/08/2025


QUICK REPROCESSING SUMMARY (1 Page) – Metal Rasp 15cm (0032)

Supplied NON-STERILE – MUST be cleaned and sterilised before first use and before every reuse.
PPE: Impervious apron, shoe protection, gloves, face shield.
POINT OF USE: Wipe gross soil/nail debris from the rasp promptly; prevent drying of bioburden on the textured surface.
TRANSPORT: Sealed biohazard container; keep moist using water (NOT saline).
CLEANING – WASHER-DISINFECTOR (Preferred): Validated ISO 15883 process; expose textured surface to spray action; use validated chemistry.
CLEANING – MANUAL: Neutral pH medical instrument detergent (approx. pH 6–8) + soft nylon brush; rinse thoroughly; final rinse with critical water.
DRYING: Dry completely using a lint-free cloth or filtered medical-grade air.
INSPECTION: Check textured working surface, edges, handle and overall condition. Remove worn, bent, cracked, pitted or corroded instruments from service.
LUBRICATION: Not required – this is a single-piece instrument with no moving joints.
PACKAGING: Validated steam sterilisation wrap/pouch; position to allow steam contact and protect the rasp surface.
STEAM STERILISATION (Wrapped): Dynamic Air Removal 134°C x 5 min (Dry 20–30 min).
STORAGE: Store sterile packs dry, intact and protected from moisture, dust, puncture and contamination.
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