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Agenda

� What is a medical device?

� What is / not Refurbishment?

� Ensuring Safety of Medical Device
Manufacturers

- Quality Management System

- Use of International Standards to Ensure Safety & 
Performance

� Ensuring Safety of Refurbished Medical 
Device
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Copyright: The Straits Times, SPH

Medical 

Devices: 

Spare 

Parts for 

Ourselves
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Bandages

Gauge

IV Sets

Blood bags

Wheel Chair

Hospital bed

Examples of medical devices
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Non-medicated saline eye wash

Examination gloves

Contact lenses for long- term continuous use 

Tracheal tubes

Examples of medical devices

9
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Hearing aids

Baby incubator

CT Scanner

Electronic thermometer

Examples of active devices

1
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Prosthetic heart valves

Pacemaker

Stents

Breast implants

Examples of implants and long term invasive devices
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Definition – Medical Device
“medical device” shall mean any instrument, apparatus, implement, machine, 
appliance, implant, in vitro reagent and calibrator, software, material or other similar 
or related article:

(a) intended by the product owner to be used, alone or in combination, for 
human beings for one or more of the specific purpose(s) of:-

(i) diagnosis, prevention, monitoring, treatment or alleviation of disease,

(ii) diagnosis, monitoring, treatment, alleviation of or compensation for an injury,

(iii) investigation, replacement, modification, or support of the anatomy or of a 
physiological process,

(iv) supporting or sustaining life,

(v) control of conception,

(vi) disinfection of medical devices,

(vii) providing information for medical or diagnostic purposes by means of in vitro 
examination of specimens derived from the human body; and

(b) which does not achieve its primary intended action in or on the human body 
by pharmacological, immunological or metabolic means, but which may be assisted 
in its intended function by such means.
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Refurbishment versus Single Use
Refurbishment Single Use

Applies mainly to reusable devices. Single use devices are, by definition, 
normally used in their original state, 

then discarded

Not every medical device is appropriate for 
refurbishment
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Repair and Maintenance

It is common for a reusable medical device to 
require routine service and repair in order to 
maintain it in good and safe operating 
condition. 

Such repair and maintenance may be carried 
out by the owner, the manufacturer or a third 
party.

Repair and maintenance is not refurbishment
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Medical Device Regulatory Framework

Source: WHO, medical device regulations: global overview and guiding principles (2003)
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Definition (draft AMDD)

REFURBISHED MEDICAL DEVICE: 

a medical device of which the whole or any part thereof has been substantially rebuilt, whether 
or not using parts from one or more used medical devices of that same kind, so as to create a 
medical device that can be used for the purpose originally intended by the product owner of the 
original medical device, and which may have had the following work carried out on it:

• stripping into component parts or sub-assemblies;

• checking their suitability for reuse;

• replacement of components/sub-assemblies not suitable for reuse;

• assembly of the reclaimed and/or replacement components/sub-assemblies;

• testing of the assembled device against either original or revised release criteria; or 

• identifying an assembled medical device as a refurbished medical device.

Source: Annex 9 Labelling Requirements of the DRAFT ASEAN Medical Device Directive
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Any natural or legal person who designs 
and/or manufactures a medical device with 
the intention of making the finished medical 
device available for use, under his name; 
whether or not such a medical device is 
designed and/or manufactured by that 
person himself or on his behalf by a third 
party(ies)

GHTF* Definition of a Manufacturer

*Global Harmonization Task Force
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This natural or legal person has the ultimate 

responsibility for ensuring compliance with all 

applicable regulatory requirements for the 

medical device in the countries or jurisdictions 

where it is intended to be made available or sold

Manufacturer’s responsibilities described in other 

GHTF guidance documents – include pre- and 

post- marketing requirements (e.g., vigilance 

reporting and notification of field safety corrective 

actions)

GHTF Definition of a Manufacturer
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Design and/or manufacture may include:-

• Specification development, production, 

fabrication, assembly, processing, packaging, 

repackaging, labelling, relabelling, sterilisation, 

installation, or remanufacturing; and/or

• Assembly, packaging, processing and/or 

labelling of one or more finished products

GHTF Definition of a Manufacturer
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Any person who assembles or adapts a device(s) 

that has already been supplied by another 

person for an individual patient, in accordance 

with the instructions for use, is not the 

manufacturer, provided the assembly or 

adaptation does not change the intended use

of the device(s)

GHTF Definition of a Manufacturer
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Any person who changes the intended use of, 

or modifies, a finished medical device in a way 

that may affect safety or performance, without 

acting on behalf of the original manufacturer

and who makes it available for use under his own 

name should be considered the manufacturer

of the modified medical device

GHTF Definition of a Manufacturer
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Parties Involved
Authorised Refurbisher
• Work with manufacturer specifications
• May include changes/upgrades
• Refurbishment done at request of original manufacturer and product re-sold by 

manufacturer

3rd Party Refurbisher
• Refurbish equipment without manufacturer’s authorization
• “Refurbished“ device is placed on the market under the name of the person 

responsible for the refurbishment, without changing the intended use
• Person responsible for the refurbishment = new product owner

If the intended use/purpose of the device is changed after “refurbishment” it is a 
“new” medical device.



Ensuring Safety of New Devices
(non-exhaustive)
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• EC Certificate
• Approval full Quality Assurance System
• Annex II section 3 Directive 93/42/EEC concerning medical devices
• Manufacturer
• GE Medical Systems, LLC – Waukesha, WI 53188, USA
• Device category
• Medical diagnostic radiology device or system
• G-Med certifies that, on the basis of the results contained in the file 

referenced M011885-R, the quality system – for design, 
manufacturing, and final inspection – of medical devices listed here 
above complies with the requirements of the Directive 93/42/EEC, 

annex II section 3. 

EC Certificate
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What’s Does it Mean?

As an example

• What are the meanings behind the wordings of the 
certificate?

• Notified Body (CE XXXX) issues a certificate. It means 
that:-

�manufacturer has maintained a QMS that 
meets the ISO 13485:2003 standard; 

and 
�meets EU Medical Device Directive 

(93/42/EEC)
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EU Harmonized Standards 
(Ionizing Radiation Devices)(New)

EN 60601-1-3:2008

Medical electrical equipment -- Part 1-3: 
General requirements for basic safety 
and essential performance -

Collateral Standard: Radiation protection 
in diagnostic Xray equipment

IEC 60601-1-3:2008
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EU Harmonized Standards 
(Ionizing Radiation Devices)(Old)

EN 60601-1-3:1994

Medical electrical equipment -- Part 1: 
General requirements for safety -- 3. 
Collateral standard: General 
requirements for radiation protection in 
diagnostic X-ray equipment

IEC 60601-1-3:1994



Refurbishment
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Refurbishment Definition

“a systematic process that ensures 
safety and effectiveness of the medical 
equipment without significantly 
changing the equipment’s or system’s 
performance, safety specifications 
and/or changing intended use as in its 
original registration”.

Principles of Good Refurbishment 
Practices (GRP)
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Any upgrades processed during GRP 
refurbishment shall be performed in a 
manner consistent with the original 
product specifications and service 
procedures defined by the 
manufacturer for that equipment or 
system.

Principles of Good Refurbishment 
Practices (GRP)
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� Quality Management System (QMS)

� Post-market Surveillance

� Technical Documentation

� Declaration of Conformity 

� Registration of manufacturers, 
distributors and their devices

Same Elements of Regulatory 
Control for MDs
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• LNE certifies that the QMS developed by
• GE Medical Systems, LLC – Waukesha, WI 53188, USA
• for the activities – Design, manufacturing, final test of medical imaging 

devices or systems
• performed on the location - GE Medical Systems, LLC – Waukesha, WI 

53188, USA
• complies with the requirements of the international standard ISO 

13485:2003

• Summary of activities covered by certificate
• Design, manufacturing, final test of PET, X-Ray, X-Ray tube assembly and 

software applications
• Supply of pre-owned medical imaging devices or systems

• The quality management system is subject to yearly surveillance audit. 

Certificate: ISO 13485:2003
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Labelling of Refurbished Devices
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Medical Device Regulatory Framework (Recap)

Source: WHO, medical device regulations: global overview and guiding principles (2003)



Conclusion
� Ensuring Safety of New / Refurbished 

Medical Device
Manufacturers & Refurbishers

- Mfg / Refurbish to (Original) Intended Use 

- Subject to Audit of Quality Management System

- Use of International Standards to Ensure Safety & 
Performance

- Undertake Post market Surveillance and Vigilance 
activities (e.g. software / safety upgrades)

One yardstick for safety, 
quality & performance – “no 

double standard”



Thank You

(alfred.kwek@ge.com)


