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Established: 2003

Members from science, industry and medical practice

Tasks and Goals:

- Increasing patient safety

- Increasing the quality of medical device reprocessing 

- Enhancing quality and economy in health care systems

- Supporting ecological processes

by introducing better and uniform quality standards both on a 
national and European level 



A growing community: 

National member organisations of EAMDR 
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1. What are the public health risks associated with  the 
reprocessing practice of single use medical devices ?

The reprocessing of medical device is fundamental con cerning the
treatment and safety of patients.

Irrespective of the original labelling “single use/ m ultiple use”

Example: Request from a hospital for examination
Biopsy Forceps (multiple use) / four different manufacturers

„Multiple-Use“ Medical Devices reprocessed according to Manufacturer Manual



Result of Reprocessing „Multiple-Use“ medical devices : 
according to manufacturer manual

Biopsy forceps – contamination and corrosion

Products delivered from University Hospitals

blood leavings

...

1. What are the public health risks associated with  the 
reprocessing practice of single use medical devices ?



„Single use“ – multiple use

The RadiaXon radiation attenuation glove has been 
developed for single-use. 

Wording on the manufacturer label: 
“…There are, however, countries which are, due to reduced 
purchasing power, not in a position to use these gloves only 
once. In this case -… - resterilisation or autoclaving at 125ºC 
for up to a maximum of 30 minutes is recommended.”

1. What are the public health risks associated with  the 
reprocessing practice of single use medical devices ?

blue „multiple use“

black „single use“

Manufacturer of liposuction cannula distributes the same 
medical device as multiple-use and single-use

Example 1:

Example 2:



1. What are the public health risks associated with  the 
reprocessing practice of single use medical devices ?

The declaration of the manufacturer of the medical de vice as single use 
and reusable does not necessarily reflect whether a dev ice really is  

reprocessable or reusable:

•Some medical device declared “reusable” can in fact not be reused

•Some medical device declared “single use” can be reprocessed

Rather: It depends on careful individual testing



2. How to assess the level of safety of a reprocess ed single use
medical device? 

Legal requirements
Council Directive 93/42/EEC, national health & safety regulation, 
international & national standards, recommendations of scientific 
societies

Quality Management System 
Documented responsibilities, competence for batch release, 
traceability, e.g. EN ISO 13485 

Hygiene concept
Comprehensive hygiene approach for personnel, working 
environment and adverse events



2. How to assess the level of safety of a reprocess ed single use
medical device? 

Qualified personnel
Trained staff, specific knowledge by education, practical 
experience, continuous training

Qualified facilities
Working environment (adequate clean rooms, lighting, air 
conditioning), resources (water supply, sterile air, vacuum)  and 
equipment (WD, sealing device, sterilization devices, visual aids, 
tools, test equipment)

Risk assessment of medical devices
Classification as non-critical, semi-critical, critical, intended use



2. How to assess the level of safety of a reprocess ed single use
medical device? 

Suitability of reprocessing 
Ensuring of safety, performance, and reliability of reprocessed 
devices, maximum number of reprocessing cycles, functional 
tests, EN ISO 17664, validation of critical parameters

Effectiveness of processes
Validated processes, approved biocidal and cleaning 
performance, cleanliness, sterility, freedom from pyrogens and 
residues of disinfectants and sterilants

Sustainability of reprocessing
Economic & ecologic assessment, expenses for qualification and 
validation, assessment of reprocess-ability before invest



Performance ensured by:

Individual tests during validation process as well as

100% functional testing of each single medical device in the 
reprocessing process.

3. How to ensure and assess the performance of a re processed sin gle    

use medical device ( i.e. functionality)?



4. How to assess whether the design of a single use  medical 
device allows appropriate cleaning and sterilizatio n processes?

Critical parameters of cleaning
and disinfecting

Time

Mechanic

Chemistry

Temperature

Process chemicals,
concentration, water quality, 

contamination, cleaning 
principle  foaming behaviour 

Contact time
heating rate

Pump pressure, loading,
distribution of washing 

liquor, device geometry & 
construction, 

Starting temperature, 
temperature management, 

temperature deviation,
overheating



4. How to assess whether the design of a single use  medical 
device allows appropriate cleaning and sterilizatio n processes?

Example for complex medical device

Balloon catheters reprocessable by developed equipment and procedures

- long narrow lumen
- dead end in the balloon
- special cleaning equipment necessary
- cleaning by alternating flushing under

pressure and vacuum



4. How to assess whether the design of a single use  medical 
device allows appropriate cleaning and sterilizatio n processes?

cleaning and disinfecting
Balloon catheters made reprocessable

- special cleaning equipment necessary
- strong process control necessary
- process data are protocoled



5. How to ensure an acceptable and uniform level of  safety for 

the cleaning and sterilization processes?

cleaning and disinfecting 
Balloon catheters made reprocessable
- cleaning performance geometry dependent
- cleaning validation necessary 

artificial contaminated

30 cycles

60 cycles

90 cycles



6. What are the ethical challenges of the reprocess ing practice 
of single use medical devices? 

- High level of safety guaranteed and controlled

- No harm for the patient

- Experience in controlled reprocessing has proven that millions
of devices have been safely reprocessed (Germany, USA etc.)

- Innovations and high-tech medical devices for all patients by 
safely reprocessed medical devices

Patient safety first



All German University Clinics 
make use of professional reprocessed 
medical devices

More than 70% of the German 
electrophysiological interventions are 
performed via professionally reprocessed 
„single-use“ medical devices



In Germany, these aspects are clearly regulated:

- the manufacturer takes over the liability only for the 
first use, 

- the reprocessor is liable for the safety of 
the reprocessed medical device 

7. What are the liability aspects of the reprocessi ng practice of 
single use medical devices?



Reprocessing increases the economic efficiency of hea lth 
care institutions significantly

Example: 

8. What are the economic aspects of the reprocessin g 
practice of single use medical devices?

with 
reprocessing

without
reprocessing



Widespread use of controlled reprocessing motivates 
manufacturers to:

- Provide more reprocessable medical devices

- Cooperate with reprocessors

- Improve the quality of medical devices

8. What are the economic aspects of the reprocessin g 
practice of single use medical devices?



10

Reprocessing can save up to 50% of the costs in comparison to 
new medical devices

Relevant market
segment of
highly complex
devices
Segment 262.2

Total

EU Market for medical devices in EURO billion

9. Is the reprocessing practice a cost saving pract ice? 



Reprocessing of so called “single-use” medical devices 
contributes substantially the protection of the environment:

- Waste is reduced
- Resources for producing new medical devices are saved
- The amount of environmentally harmful materials (e.g. PVC) is 

reduced    

10. Is the reprocessing practice an environmental f riendly practice?



Ecological balance sheets could be a useful instrument to 
enable ecological assessments

But

manufacturers do not provide data about the use of resources 
for the production of single-use medical devices   

10. Is the reprocessing practice an environmental f riendly practice?



Countries (e.g. USA, Germany, the Netherlands etc.) 
with Reprocessing Regulations irrespective of devices 
declaration as single-use or multiple-use have an ex perience of:

• Higher patient safety
• Increased cost effectiveness
• Environmental advantages

Resumee
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