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Introduction

Competent authority / HPRA
Authority to act on behalf of the government of a Member State to ensure
requirements of the Medical Devices Directives are carried out

ROLE IS TO PROTECT AND ENHANCE PUBLIC AND ANIMAL HEALTH BY
REGULATING MEDICINES, MEDICAL DEVICES AND OTHER HEALTH

PRODUCTS

European Directives
• Three primary European medical device Directives

and related Statutory Instruments (European
Directives are transposed into National law).

CE Mark
•
•
•
•

•

•

Indicates conformance with the Essential
Requirements of the appropriate Directive
Free movement in the EEA without specific further
control (unless safety issue)
Three to five year period of validity
Not applicable for custom-made devices, devices
for clinical investigation
CE mark must appear on the device or its sterile
pack, where practicable and appropriate, and on
the instructions for use…on the sales packaging.
In some cases – the CE mark shall be accompanied
by a Notified Body identification number

Device Classification

RISK

Classification

Example

III

Complex joint implant,
drug eluting stents,
coronary valve

IIb

Peripheral Bare Metal
Stents,

IIa

Contact lenses (shortterm), ECG machines,
electronic BP monitors

I

Wheelchairs, simple
wound dressings,
Stethoscopes, ECG
electrodes, syringes

Conformity Assessment
CLASS I

Non-sterile
Non-Measuring

CLASS I
Sterile/
Measuring

CLASS IIa

CLASS IIb

CLASS III

Quality Management System (QMS)

Design
Dossier

Technical File

QMS and Technical File/Design Dossier audited by Notified
Body
CE Certificate awarded

Registration with
Competent Authority (CA)

In general, registration is not required.
CA may request information when placed
on market

Draw up Declaration of Conformity (DOC)

1234

1234

1234

1234

What does this mean for reprocessing?
•

Majority of reprocessable surgical instruments fall within the lowest risk
classification due to the rules of the Medical Device Directive 93/42/EEC.

•

The significance of this is that the manufacturer takes sole responsibility for
ensuring regulatory compliance, whereas for devices in a higher classification
(IIa, IIb & III), a Notified Body is required to perform a conformity assessment

prior to the device receiving certification.
•

This lack of scrutiny could therefore lead to lower quality IFUs

Europe undertook an assessment of the market to evaluate whether the
instructions for use of medical devices intended to be re-processed fulfilled
the legal requirements – COEN JA2014

Labelling
•

Each device must be accompanied by the information needed
to use it safely and properly

•

Information must be set out on the device itself and/or on the
packaging for each unit

•

CE mark on device labelling / packaging / instructions for use

•

Manufacturer clearly identified and contact information
provided

•

Authorised Representative information on packaging (where

manufacturer based outside EU)
•

Notified body number present (except Class I, non-sterile, nonmeasuring)

•

Appropriate device details provided (batch code, serial number,
expiry date, warnings, sterile…)

Information to be supplied by the manufacturer
Each device must be accompanied by the information needed to use it
safely and properly

Instructions for use must be included in the packaging for every
device. By way of exception, no such instructions for use are needed
for devices in Class I or IIa if they can be used safely without any such
instructions

If the device is reusable, information on the appropriate processes to allow
reuse, including cleaning, disinfection, packaging and, where appropriate,
the method of sterilisation of the device to be resterilised, and any
restriction on the number of reuses

EN ISO 17664:2004 Sterilisation of medical
devices: Information to be provided by the
manufacturer for the processing of resterilisable medical devices
Requires that information on at least one validated
procedure has to be provided to the user.

Reprocessing can be technically difficult and in some
cases even impossible. Therefore it is necessary for the
manufacturer to validate the reprocessing procedure.

COEN Joint Action 2014

Device A
• Provided sterile (EO), may be reused and

reprocessed
• Validation data on cleaning and sterilisation
does not meet current standard
• Potential for cross-contamination and infection

• Product removal – change to single use

Device B
• Sterilisation instructions not validated to

required sterility assurance level of 10-6
• No incidents reported
• New sterilisation instructions provided as an
addendum to the instructions for use

COEN Joint Action 2014
The COEN Joint Action
2014: Instructions for use
for reuseable and
resterilisable medical
devices (COEN JA2014)

evaluate the fulfilment of
regulatory requirements in
the field of reprocessable
medical devices

improve and intensify joint
market surveillance
activities between Member
States.

Participating countries
Country

Country

Austria – Lead Country

Norway

Belgium

Portugal

Croatia

Slovakia

Hungary

Spain

Ireland

Sweden

Italy

United Kingdom

The Device Scope
Clamps

Probes

Scalpel
handles

Drills and
burs
Surgical
needles
Surgical
retractors

Forceps
Needle
holders

Surgical
saws
Scissors
Curettes
Trocars

Proof is in the validations

Work Package 7:

Collection and
evaluation of data
from the
manufacturers
Inspections and Joint
inspections

Overview

Action

• The COEN JA2014 project, conducted by European
competent authorities including the HPRA, looked at
the IFUs and supporting validations of certain
reusable medical devices currently on the market.

Outcome

• The project concluded that the overall quality of
reprocessing instructions provided by manufacturers
of reusable medical devices was insufficient regarding
compliance to the MDD 93/42/EEC.

What did we look for?
•

Description of the device and identification/reference number

•

Identification of the manufacturer and, where applicable, the European Authorised
Representative

•

Instructions for point of use processing and/or device pre-cleaning e.g. transport,
storage, disassembly, soaking, instructions and specify maximum time between use and
cleaning, where appropriate.

•

Validated manual and automated cleaning methods, where by all critical parameters
and techniques are specified including concentration of chemicals, water quality,

process temperatures and limits, exposure time used, information and limits of
residues, as applicable.
•

Adequate drying instructions, where required

What did we look for?
•

continued…

Validated manual and automated disinfection methods, where by all critical
parameters and techniques are specified including concentration of chemicals, water
quality, process temperatures and limits, exposure time used, residue information and

limits, as applicable.
•

Inspection, maintenance and testing instructions, where required

•

Packaging instructions compatible with the sterilisation process described

•

A validated sterilisation method, where state of that art methods and European
parameters are recognised.

•

A description of the impact, if any, that reprocessing as described will have on the
device, such as end of life of the device and the number of reprocessing cycles that
can be tolerated.

•

Adequate storage instructions, where required

Critical variables
Cleaning

Steam Sterilisation

Low Temperature
Sterilisation

Wash time

Hold time

Hold time

Water temperature

Sterilising temperature

Pre-conditioning and
sterilisation temperature

Water pressure

Chamber pressure

Chamber pressure

Additives

Air removal

Sterilant quality

Additive delivery time

Steam quality

Sterilant amount

Additive delivery amount

Relative humidity

Water flow

Sterilant concentration

Water quality

The Assessment – IFU’s
•

98 economic operators IFUs were assessed
using a standardised questionnaire.

•

Non-compliances were identified in all IFUs
•

Major, minor and opportunities to improve

•

Manufacturers requiring inspection were chosen

based on the significance of the non-compliances
•

Other manufacturers were issued letters informing
them of IFU inadequacies

The Assessment Questionnaire
Question #

Questionnaire

Does the Instruction for Use include:

1
2
3
4
5
6
7
8
9
10

Name and address of the manufacturer?
Name and address of authorized representative in EU (if applicable)?
Date of release of current valid reprocessing instructions for users
Information for at least one validated method for reprocessing the MD?
The reusable device(s) listed by catalogue number or reference number or generic type or article number and short device description?
Any symbol(s) related to reprocessing?
Warnings regarding inappropriate chemicals, parameters and/or points of particular attention?
The number of reprocessing cycles permitted?
Imperative conditions for not continuing to use the MD?
Identification of other specific materials or products needed for the reprocessing?

11
12
13
14

Manufacturer
Authorized representative in EU
Reprocessing instructions
Method
Device(s)
Symbol
WARNINGS
Limitations on reprocessing
End of life
General aspects - Other material/products
INSTRUCTIONS
Time
Preparation for cleaning
Disassembly
Cleaning: Automated

15

Cleaning: Manual

16

Disinfection: Automated

Maximum time between use and cleaning defined?
Instructions in case there is a need for preparation prior to cleaning?
Instructions for disassembly/re-assembly of MD?
Instructions and/or cautions on validated automated cleaning process, including detailed information on:
● Equipment to be used;
● Identification (e.g. brand name) and concentration of chemicals required for cleaning;
● Specification of water quality to be used;
● Process temperature + exposure time to be used;
● Limits and monitoring of chemical residues remaining on the device;
● Description of steps and criteria for the effectiveness of cleaning**.
Instructions and/or cautions on validated manual cleaning, including detailed information on:
● Equipment to be used;
● Identification (e.g. brand name) and concentration of chemicals required for cleaning;
● Specification of water quality to be used;
● Process temperature + exposure time to be used;
● Limits and monitoring of chemical residues remaining on the device;
● Description of steps and criteria for the effectiveness of cleaning**.
Instructions and/or cautions on validated automated disinfection process, including detailed information on:
● Equipment to be used;
● Identification (e.g. brand name) and concentration of chemicals required for disinfection;
● Specification of water quality to be used;
● Process temperature + exposure time to be used;
● Limits and monitoring of chemical residues remaining on the device.
● Description of steps and criteria for the effectiveness of disinfection**.

The Assessment Questionnaire
Question #

Questionnaire

Does the Instruction for Use include:

17

Disinfection: Manual

18

Drying

19

Maintenance

20
21
22
23

Repair
Containing
Packaging
Sterilisation

Instructions and/or cautions on validated manual disinfection process, including detailed information on:
● Equipment to be used;
● Identification (e.g. brand name) and concentration of chemicals required for disinfection;
● Specification of water quality to be used;
● Process temperature + exposure time to be used;
● Limits and monitoring of chemical residues remaining on the device.
● Description of steps and criteria for the effectiveness of disinfection**.
Instructions and/or cautions on validated drying process, including detailed information on:
● Equipment;
● Materials (drying agent);
● Parameters (temperature and exposure time).
Instructions and/or cautions, including detailed information on:
● Performance criteria for the device to ensure its safe use;
● Method to be used for adjustment/calibration of the MD;
● Description of replacement of components;
● Description of the lubrication to be used.
Situations where the device repair must be performed only by the manufacturer, requiring return
Special containers necessary for sterilization?
Special packaging for maintaining sterility necessary?
Instructions and/or cautions on validated method of sterilisation, including detailed information on:

24

Storage

25
26

Transport
Manufacturer or EAR contact details

● Equipment (incl. accessories) to be used
● Specification of water quality to be used
● Required temperature
● Minimum holding time of the steam
● Required pressure
Information on the time or condition of storage of the reprocessed medical device(s) prior to use, including detailed information on equipment,
materials and parameters?
Instruction on MD transport conditions, including carrying containers?
Contact details for further information from the manufacturer or EAR (and distributor if applicable? (For instance, when detecting deviations or
non-conformities)?

Non-compliance overview

Automated
Cleaning

Automated
Disinfection

Manual
Cleaning

Manual
Disinfection

The Assessment - IFUs

More than half of the
questionnaires submitted had
greater than 68.0% noncompliance, including
primarily the following topics:

•
•
•
•
•
•
•

Permitted number of reprocessing cycles
Maximum time defined between use and cleaning
Manual and automated cleaning & disinfection
Drying
Packaging
Sterilisation
Instructions on medical device transport conditions

The Assessment - Inspections
• Approx. 4 inspections occurred in each country

• One joint inspection per country
– Three countries participated in each joint inspection
(The host country + two other participants)

• The HPRA conducted 5 inspections in Ireland
and attended one elsewhere

Inspections – Issues identified
•

Devices without reprocessing validation.

•

Validation methodology outdated

•

No validation plans

•

Validation either reference out dated standards or are simply no longer
sufficient to meet the current standard requirements.
–

For example cleaning validations that did not include tests on cleaning efficacy in

relation to chemical and proteinaceous residues

•

General lack of expertise in the area of reprocessing within organisations and
poor documentation to support decisions made.
–

For example reprocessing validations of newer devices leveraged from older
validations but no documentation to support the equivalence of the devices.

•

IQ/OQ/PQ details required, not included in validations.

Inspections – Outcomes achieved
Devices removed from the market

Devices converted to single use
Device reprocessing validations, where missing, were
undertaken by manufacturers
Device reprocessing validations, where inadequate,
were repeated by manufacturers

Summary
•

None of the inspected manufacturers/authorised representatives
could show that reprocessing validation data are compliant to the
legal requirements.

•

The required knowledge of validating reprocessing was clearly
underrepresented by the inspected manufacturers.

During the inspections it became evident that many manufacturers

rely on a small number of 3rd party test houses.
The result being error propagation.

For more details visit:

https://tinyurl.com/COENJA2014

Where do you fit in?

REPORT!

Who is responsible for reporting issues
• Purchasing Managers
• HSE Hospital Staff
• Private Hospital Staff
• Nursing Home Staff

• Supplies Managers
• Risk Managers
• Clinical Engineers / Biomedical Engineers

Incident Reporting Criteria
Any event which meets all three basic reporting criteria A-C listed
below is considered an incident.
An event has occurred

The manufacturer’s device is suspected to be a contributory
cause of the incident
The event led, or might have led, to one of the following
outcomes:
•
Death of a patient, user or other person
•
Serious deterioration in state of health of a patient, user or
other person

Report!
•

The HPRA works to ensure only devices that comply with the
requirements of relevant legislation, including those requirements
concerning information on reprocessing of reusable devices, are
placed on the market.
– This work includes working with manufacturers to ensure IFUs are compliant

with the requirements of legislation.

•

To assist in this work the HPRA requests users to inform the HPRA
of identified non-compliances with regards to information provided
in IFUs and experienced difficulties relating to reprocessing of
reusable medical devices.

Report!
• Any IFU non-compliances or difficulties related
to reprocessing a medical device should be
reported to:

devices@hpra.ie
Health Products Regulatory Authority
Kevin O’Malley House
Earlsfort Centre
Earlsfort Terrace
Dublin 2

Telephone:+353-1-6764971
Fax:
+353-1-6344033
E-mail:
devices@hpra.ie
Website:
www.hpra.ie

Report!
• Any incident related to non-compliances or
difficulties related to reprocessing a medical
device should be reported to:

devicesafety@hpra.ie
Health Products Regulatory Authority
Kevin O’Malley House
Earlsfort Centre
Earlsfort Terrace
Dublin 2

Telephone: +353-1-6764971
Fax:
+353-1-6344033
E-mail: devicesafety@hpra.ie
Website:
www.hpra.ie

Will the new Regulation
(2017/745) change anything?

Regulation 2017/745 requires Notified Body
involvement

• Article 52 Paragraph 7c

… in the case of reusable surgical instruments,
regarding the aspects relating to the reuse of
the device, particularly cleaning, disinfection,
sterilisation, maintenance, and functional

testing and the related instructions for use…

The impact
All devices, regardless of classification, that are
reusable and require reprocessing will now be
scrutinised by a Notified Body.

This is likely to lead to a significant influx of
updates to reprocessing instructions once the
regulation comes into effect for manufacturers.

Thank you.

Questions?

