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1 SCOPE 

 

The purpose of this document is to provide guidance to industry on the distribution of medical 

devices, in vitro diagnostic medical devices, and their accessories for human use in Ireland. For 

the purpose of this document, all such medical devices are referred to collectively as ‘medical 

devices’ unless otherwise specified. This document does not apply to clinical investigations. 

Additional obligations apply to distributors who also function as importers into the European 

Union. Further information regarding the obligations of importers of medical devices can be 

found on the Health Products Regulatory Authority (HPRA) website www.hpra.ie. 

 

 

 

2 INTRODUCTION 

 

The safety and performance of medical devices directly affects patient safety and health. The 

range of medical devices available is vast and they are used by a broad variety of users from the 

general public in their homes to the most critically ill patients in specialist clinical settings. 

Patients using devices include extremely vulnerable groups such as neonates and infants, the 

elderly, disabled people with disabilities and other patients who are particularly susceptible to 

diseases. Medical devices may also be used in high-risk surgical procedures and intensive care 

settings, where improper storage along the supply chain, amongst other aspects, may lead to 

undesirable, and in some cases extremely serious, consequences. 

 

Regulation 2017/745 on medical devices and Regulation 2017/746 on in vitro diagnostic devices 

(together known as ‘the Regulations’) entered into force on 25 May 2017. The Regulations have 

a staggered transitional period. The obligations for distributors will apply with the full 

application of the Medical Device Regulation (MDR) after three years (May 2020)in May 2021 

and full application of the Regulation on in vitro diagnostic medical devices (IVDR) after five 

years (in May 2022). 

 

These two Regulations replaced the current European Directives for medical devices, including 

Council Directives 90/385/EEC, 93/42/EEC and 98/79/EC. The requirements relating to 

distribution of devices are essentially the same in both the MDR and IVDR Regulations. 

 

This document aims to specify the obligations for distributors as outlined in the Regulations, 

along with supplementary guidance and frameworks that can be used by distributors to meet 

those obligations. In addition, it sets out the HPRA’s recommendations for good distribution 

practices. A distributor may have alternative methods for achieving compliance with the 

regulations and, if justified, these alternatives may be equally acceptable.  
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Article 16 of the Regulations details cases in which obligations of manufacturers apply to 

importers, distributors or other persons as outlined below. 
 

Article 16 (1) 

A distributor, importer or other natural or legal person shall assume the obligations incumbent 

on manufacturers if it does any of the following:  

a) makes available on the market a device under its name, registered trade name or 

registered trade mark, except in cases where a distributor or importer enters into an 

agreement with a manufacturer whereby the manufacturer is identified as such on the 

label and is responsible for meeting the requirements placed on manufacturers in this 

Regulation;  

b) changes the intended purpose of a device already placed on the market or put into 

service;  

c) modifies a device already placed on the market or put into service in such a way that 

compliance with the applicable requirements may be affected.  

 

The first subparagraph shall not apply to any person who, while not considered a manufacturer 

as defined in point (30) of Article 2, assembles or adapts for an individual patient a device 

already on the market without changing its intended purpose. 

 

Article 16 (2) 

For the purposes of point (c) in Article 16 (1), the following shall not be considered to be a 

modification of a device that could affect its compliance with the applicable requirements:  

 provision, including translation, of the information supplied by the manufacturer in 

accordance with section 23 of Annex I, relating to a device already placed on the market 

and of further information which is necessary in order to market the product in the 

relevant Member State;  

 changes to the outer packaging of a device already placed on the market, including a 

change of pack size, if the repackaging is necessary in order to market the device in the 

relevant Member State and if it is carried out in such conditions that the original 

condition of the device cannot be affected by it. In the case of devices placed on the 

market in sterile condition, it shall be presumed that the original condition of the device 

is adversely affected if the packaging that is necessary for maintaining the sterile 

condition is opened, damaged or otherwise negatively affected by the repackaging  

The following shall not be considered to be a modification of a device that could affect its 

compliance with the applicable requirements:  

a) provision, including translation, of the information supplied by the manufacturer 

relating to a device already placed on the market and of further information which is 

necessary in order to market the product in the relevant Member State;  

b) changes to the outer packaging of a device already placed on the market, including a 

change of pack size, if the repackaging is necessary in order to market the product in 

the relevant Member State and if it is carried out in such conditions that the original 

condition of the device cannot be affected by it. In the case of devices placed on the 
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market in sterile condition, it shall be presumed that the original condition of the device 

is adversely affected if the package that shall ensure the sterile condition is opened, 

damaged or otherwise negatively affected by the repackaging  

 

Article 16 (3) 

A distributor or importer that carries out any of the activities mentioned in points (a) and (b) of 

paragraph 2 shall indicate on the device or, where that is impracticable, on its packaging or in a 

document accompanying the device, the activity carried out together with its name, registered 

trade name or registered trade mark, registered place of business and the address at which it 

can be contacted, so that its location can be established.  

 

Distributors and importers shall ensure that they have in place a quality management system 

that includes procedures which ensure that the translation of information is accurate and up to

date, and that the activities mentioned in points (a) and (b) of paragraph 2 are performed by a 

means and under conditions that preserve the original condition of the device and that the 

packaging of the repackaged device is not defective, of poor quality or untidy. The quality 

management system shall cover, inter alia, procedures ensuring that the distributor or importer 

is informed of any corrective action taken by the manufacturer in relation to the device in 

question in order to respond to safety issues or to bring it into conformity with this Regulation.  

A distributor or importer who carries out any of the activities mentioned in points (a) and (b) 

shall indicate the activity carried out together with his name, registered trade name or registered 

trade mark and the address at which he can be contacted and his location can be established on 

the device or, where impracticable, on its packaging or in a document accompanying the device.  

 

He shall ensure that he has in place a quality management system that includes procedures 

which ensure that the translation of information is accurate and up to date, and that the 

activities are performed by means and under conditions that preserve the original condition of 

the device and that the packaging of the repackaged device is not defective, of poor quality or 

untidy. Part of the quality management system shall be procedures ensuring that the distributor 

or importer is informed of any corrective action taken by the manufacturer in relation to the 

device in question in order to respond to safety issues or to bring it in conformity with this 

Regulation.  

 

Article 16 (4)  

At least 28 days prior to making the relabelled or repackaged device available on the market, 

distributors or importers carrying out any of the activities mentioned in points (a) and (b) of 

paragraph 16 (2) shall inform the manufacturer and the competent authority of the Member 

State in which they plan to make the device available of the intention to make the relabelled or 

repackaged device available and, upon request, shall provide the manufacturer and the 

competent authority with a sample or mock up of the relabelled or repackaged device, 

including any translated label and instructions for use. Within the same period of 28 days, the 

distributor or importer shall submit to the competent authority a certificate, issued by a notified 

body designated for the type of devices that are subject to activities mentioned in points (a) and 
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(b) of paragraph 16 (2), attesting that the quality management system of the distributer or 

importer complies with the requirements laid down in paragraph 16 (3). 

At least 28 calendar days prior to making the relabelled or repackaged device available, the 

distributor or importer referred to in paragraph 3 shall inform the manufacturer and the 

competent authority of the Member State where he plans to make the device available and, 

upon request, shall provide them with a sample of the relabelled or repackaged device, 

including any translated label and instructions for use. Within the same period of 28 calendar 

days, he shall submit to the competent authority a certificate, issued by a notified body referred 

to in Article 29, designated for the type of devices that are subject to activities mentioned in 

points (a) and (b) of paragraph 2, attesting that the quality management system complies with 

the requirements laid down in paragraph 3.  
 

 

4 IMPLEMENTATION OF A QUALITY SYSTEM 

 

In order to meet the legislative requirements and to ensure that only medical devices that 

comply with the legislation are made available for supply, it is requiredcommended that 

distributors should have a quality system in place. An effective quality system provides 

assurance that only medical devices which comply with legislative requirements are distributed, 

that non compliant, defective or unsuitable medical devices can be detected, that traceability is 

maintained and that non conformances and the introduction of changes are controlled. There 

are various established standards for quality systems, with ISO 13485 being the most commonly 

used quality framework in the medical device industry. While adherence to such a framework 

can be beneficial in providing structure to a quality system, it is not a requirement that a quality 

system is officially accredited to any specific standard.  

 

The quality system is the responsibility of the organisation’s management. It requires their 

leadership and active participation, and should be supported by staff commitment. A person 

should be appointed by the management who should have clearly specified authority and 

responsibility for ensuring that a quality system is implemented and maintained. A quality 

manual or equivalent should be established in which all distribution activities should be clearly 

defined and systematically reviewed.  

 

Traceability of medical devices is fundamental to protecting public health in ensuring that full 

reconciliation is achievable in case of the need for a field safety corrective action (FSCA), (see 

Section 4.5 XXX  for further detail), which, may require an urgent safety communication to all 

customers supplied or a prompt withdrawal or recall of a defective or unsuitable medical devices 

from stock that has been distributed or remains stored in the warehouse. The operation of an 

effective quality system for the distribution of medical devices can help maintain the integrity of 

the supply chain and ensure patient safety in the distribution of medical devices.   

Traceability of medical devices is fundamental to protecting public health in ensuring that full 

reconciliation is achievable in case of the need for prompt withdrawal of defective or unsuitable 

medical devices from stock that has been distributed or remains stored in the warehouse. The 
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operation of an effective quality system for the distribution of medical devices can help maintain 

the integrity of the supply chain and ensure patient safety in the distribution of medical devices.   

 

Some of the key components of a quality system are outlined below and further discussed 

throughout this document: 

 Quality management 

 Personnel and staff training 

 Documentation and record keeping 

 Medical device receipt, storage and supply 

 Management of returned medical devices 

 Falsified medical devices 

 Medical device recalls 

 Outsourced activities 

 TransportationStandard Operating Procedures 

 

Standard operating procedures (SOPs) should be established to clearly describe how key 

activities are carried out. In order to ensure that procedures are maintained and are reflective of 

current requirements, a periodic review should be performed. This review should be 

documented and any recommendations should be implemented. 

 

Distribution of documents to staff should be controlled in a manner such that only up to date 

and approved documents are available in relevant areas and obsolete copies should not be 

accessible. This may be achieved by maintaining a distribution list with records of procedures 

issued and retrieved, including the dates on which these activities took place. Superseded 

master copies of procedures should be maintained for a period of at least six years. 

 

It is particularly important that SOPs relating to activities in certain areas (e.g. receipt of material 

at the goods inwards area) are available to staff in the relevant area for reference as required. 

 

SOPs should describe the different operations which may affect the performance of the medical 

devices. In addition, there should be procedures in place for: 

 Training 

 Documentation control 

 Approval of suppliers and customers 

 Order processing and deliveries 

 Waste management 

 Audits 

 Change control 

 Management review 

 Quality risk management 

 Management of Field Safety Corrective Actions 

 Recalls/recalls 

 Non conformance management 

 Corrective and preventive actions 
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At a minimum, distributors should keep a register of change controls, risk assessments, non

conformances, CAPAs, complaints, recalls and withdrawals and audits. 

 

A distributor should ensure that the quality system in place complies with the legislative 

parameters governing the distribution of medical devices. In such cases the distributor should 

perform a gap analysis of the specific requirements relating to the distribution of medical 

devices against its current operational standard. Differences in approach or  gaps identified 

should be addressed through the introduction of additional procedures within the quality 

system as required. 

 

4.1 The role of management 

 

The role of management within the distribution operation should not be underestimated. The 

distribution of medical devices is the responsibility of the organisation’s management and 

requires their leadership and active participation. It is imperative that management is involved, 

provides adequate resources and maintains oversight of compliance to the quality system. There 

should be a formal process for reviewing the quality system on a periodic basis. Senior 

management should be involved and the review should include a measurement of the 

achievement of the objectives of the quality system, and assessment of performance indicators 

that can be used to monitor the effectiveness of the quality system (e.g. complaints, non

conformances and corrective and preventative actions). 

 

 4.2 Change controlChange control 

 

 

The purpose of a change control system is to enable distributors to identify, document and 

assess changes that they introduce and how this may affect compliance and performance of the 

device. Such changes may include, for example: a change in the settings of a heating system or 

the relocation of a medical device storage area within a warehouse. Such changes may have a 

significant impact, and may have the potential to affect the performance of, medical device 

distributed. Therefore, it is vital that the change is conducted in a controlled manner. 

 

A change control procedure and associated forms should be implemented and appropriately 

documented. The purpose of the procedure should be to ensure that all changes to the 

operation are fully evaluated in terms of impact on the medical device’s performance and 

traceability. The evaluation process should identify the areas impacted by the change, including 

processes, equipment, personnel, training, validation, quality system and regulatory implications. 

The required actions to give full effect to the change and ensure its implementation should be 

identified. In addition, changes should be formally approved prior to implementation. A system 

should be in place to ensure that all actions identified during the change control process have 

been completed within an appropriate timeline. The principles of quality risk management 

should be built into the change control process. Each change should be considered and a 

decision taken as to whether a risk assessment is required prior to approval of the change for 
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implementation. The requirement for a risk assessment to be considered should be documented 

on the change control form. 

 

 

4.1  Quality risk management 

 

Quality risk management is a systematic process for the assessment, control, communication 

and review of risks to the safety and performance of the medical device. It is a valuable 

component of an effective quality system. Risk management may be used to assess the risk 

posed to the medical device as a result of a non conformance from normal practices or to justify 

a proposed non conformance from accepted practice. The use of risk management should be 

based on scientific knowledge, reason and practices. The level of detail contained within the risk 

management process should be reflective of the level of risk to the medical device. Implications 

for medical device safety and performance, security, traceability and follow up actions should be 

detailed. Risk assessments should be carried out by competent personnel and should be 

reviewed and approved by the relevant responsible personnel. 

It is recommended that companies have a procedure in place and that training is provided to 

staff. All documentation for risk assessments performed should be available to an inspector 

during the course of an inspection. 

 

ISO14971 ‘Medical devices  application of risk management to medical devices’ is the most 

frequently used risk management standard within the medical device industry. Whilst not all 

aspects will be relevant to distributors, there are concepts and methodologies that can be 

applied to medical device distributors. Other standards and risk management tools may be 

equally applicable. 

 

4.2  Non conformances, investigations and corrective and preventive actions (CAPA) 

 

Non conformances are deviations from the requirements of the Regulations and/or internal 

procedures. A procedure should be in place outlining the process for identifying, documenting, 

investigating and closing non conformances that occur and the timelines involved. An 

assessment should be performed to determine medical device safety and performance 

implications and/or impact on the quality system. 

 

It is important to note that distributors should commence the documentation of investigations 

immediately upon a potential non conformance or incident being identified. Should the 

outcome of an investigation conclude that no non conformance has occurred, then the 

documentation of the investigation should still be maintained and available to an inspector. An 

example of this may be where an investigation is commenced into stock discrepancies identified 

during stock counts where the outcome of the investigation is the location of the missing stock. 

 

Investigations should aim to identify the root cause of the non conformance. Corrective and 

preventive actions (CAPAs) may arise as a result of non conformances, internal audits, 

observations or from other incidents. 
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A register log of non conformances should be maintained and all investigations, root cause 

identifications and resulting CAPAs documented. CAPAs should be subjected to regular review 

to ensure their full implementation and they should be subject to formal checks of their 

effectiveness. 

 

The principles of quality risk management should be built into the non conformance process. 

Each non conformance should be considered and a decision taken as to whether a risk 

assessment is required. The requirement for a risk assessment to be considered should be 

documented on the non conformance form. 

 

  Field safety corrective actions (FSCA) 

  

 An FSCA is an action taken by a manufacturer to reduce a risk of death or serious 

deterioration in the state of health associated with the use of a medical device that is 

already placed on the market. The following are examples of FSCAs: 

 the return, withdrawal or recall of a medical device to the supplier or manufacturer. 

(see also, section 4.6 for further detail on medical device recalls) 

 modification of the medical device 

 modification to the clinical management of patients  

 exchange of the medical device 

 destruction of the medical device 

 retrofit by the purchaser of the manufacturer’s modification or design change 

  

 It is the manufacturer’s legal responsibility to inform Member States of an FSCA. An 

FSCA will always result in the issuance of a field safety notice (FSN) and in some 

instances will result in the issuance of an FSN and an additional HPRA safety notice 

(see Figure 1). FSN and HPRA safety notices are discussed in greater detail in section 

4.5.1 and 4.5.2. 

  

  

   

 Figure 1: Safety notice communication sequence 

  

 Nonetheless, a documented procedure for handling FSCAs notified by the 

manufacturer should be in place. In addition, the system established should be 

capable of handling the reporting of FSCAs where the distributor is responsible for 

initiating or reporting an FSCA. The document should clearly outline the various 

responsibilities with respect to the planning, conducting and reporting of the 

corrective action taken. The procedure should also clearly stipulate that the HPRA 

should be notified before any FSCA is undertaken and/or communicated onward.  

FSCA
FSN 

(always required as part of an FSCA)

HPRA Safety Notice
(not always required, issued in 
addition to an FSN in a small 

percentage of FSCAs in Ireland)
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 Distributors should note that a device modification can include permanent or 

temporary changes to the labelling or instructions for use, software upgrades 

including those carried out by remote access and advice relating to a change in the 

way the device is used (e.g. when an IVD manufacturer advises of a revised quality 

control procedure such as the use of third party controls or more frequent calibration 

or modification of control values for IVDs). 

  

 4.5.1 Field safety notices 

  

 An FSN is a communication sent by a manufacturer to users or customers (including 

distributors) in relation to an FSCA. An FSN is advice given by the manufacturer 

regarding the use of the device e.g. where the device is no longer on the market or 

has been withdrawn but could still possibly be in use as in the case of implants, or 

where there is a change in analytical sensitivity or specificity for diagnostic devices.  

  

 The European guidelines on a medical devices vigilance system (MEDDEV 2.12/1) give 

clear 

 instructions on the format to be used by manufacturers when issuing an FSN. 

 The manufacturer can send the FSN by post, email, fax or in some instances may hand 

deliver 

 the notice. The manufacturer may address the FSN to the healthcare professionals 

impacted. 

  

 4.5.2 HPRA safety notices 

  

 HPRA safety notices are only issued for a small percentage of the overall FSNs 

distributed in Ireland. The aim of HPRA safety notices is to advise the user of the 

device, whether at home, in a hospital or in a community setting, of important 

information regarding the safe use of their medical device. The recipient of the safety 

communication should ensure that the communication reaches the most appropriate 

personnel within their organisation. 

 The recipient should also ensure that the issue outlined in the notice is considered, the 

risks 

 assessed and the appropriate / recommended actions are completed. 

  

 Due to the varying nature of HPRA safety notices, the HPRA assigns a priority intends 

to prioritinumberse to these communications. A traffic light system of red, amber and 

green is will be used to aid in dissemination of safety information. The proposed 

system is risk based and is outlined below:  
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 Table 3: HPRA safety notices prioritisation 

  

  

 All HPRA safety notices will be assigned a priority number (1 3) and will be 

categorised as outlined in the above table. The examples included in the third column 

of the above table are not an exhaustive list.  

  

 HPRA safety notices are published on the HPRA website www.hpra.ie and are 

circulated, at the time of publication, to healthcare professionals who have subscribed 

to the HPRA mailing list. The HPRA also circulates, via email, a listing of HPRA safety 

notices at the end of each calendar month. 

  

  

  

  

 Medical device recalls 

  

 The distributor should have a recall procedure in place. This is to enable the swift and 

effective recall from the marketplace of defective and/or potentially harmful medical 

devices. In the event of a recall the responsibility of the distributor will depend on 

where in the supply chain they act for the medical device in question. 

  

 The recall procedure should include, at a minimum, the following: 

 the role of management 

 nominated responsibilities for co ordination of the recall action 

 contact numbers for the company (at least three personnel) and the relevant HPRA 

staff contact points (vigilance@hpra.ie)  

 requirement to discuss with the manufacturer and agree any action with the HPRA 

before recall action or communication to other customers is carried out 

 description of the batch/lot traceability system and method of identification of 

medical device recipients within the distribution chain 

 method of handling recalled medical devices currently in house and those received 

back 

 arrangements to ensure segregation of recalled medical devices from saleable medical 

devices 

 arrangements for return of recalled medical devices to the manufacturer or for 

destruction 

 investigation and reconciliation reports 

 procedure to be followed in the event of a defect being discovered on site 
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 There should be an efficient and effective method for identifying customers supplied 

with a medical device subject to a recall. The recall procedure should be regularly 

challenged (recommendation of at least once per year) to ensure that the process is 

effective and capable of tracing all customers and medical devices in a timely manner. 

This challenge may involve identifying a particular batch of a medical device and 

reconciling quantities received with those in stock and distributed to customers. A 

mock recall should be carried out annually ifneed not be carried out where the 

company has participated in an actual recall during the previous year, which has 

utilised the same traceability system. 

  

 

 

 

 

4.3 Complaints 

 

In accordance with the Regulations, distributors who have received complaints or reports from 

healthcare professionals, patients or users about suspected incidents related to a device they 

have made available, must immediately forward this information to the manufacturer and, where 

applicable, his authorised representative and the importer. Distributors must keep a register of 

complaints, non conforming products, and product recalls and withdrawals. It is the 

responsibility of the distributor to keep the manufacturer (and, where applicable, the authorised 

representative and the importer) informed of any complaints or reports that may have an impact 

on product supplied to the market, and to provide them with any information upon their 

request. A contract or technical agreement may be in place between the distributor and the 

manufacturer specifying responsibilities relating to the handling of complaints, incidents and 

vigilance. 

 

A procedure should be in place describing the process to be followed upon receipt of a 

complaint, an event or incident report. A complaint, event and incident report registerlog should 

be established.  

 

All complaints, events or incidents received should be evaluated and categorised into either a 

quality, technical/service, vigilance or distribution related complaint depending on the nature of 

the report. Complaints specific to activities performed by the distributor should be investigated 

by the distributor. The decisions and actions taken as a result of a complaint, event or incident 

should be justified and recorded. Where complaints are not reported to the manufacturer or 

authorised representative/importer, this should be justified and documented. All 

communications regarding the complaint should be documented. 
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 COMPLAINTS 

 

In accordance with the Regulations, distributors who have received complaints or reports from 

healthcare professionals, patients or users about suspected incidents related to a device they 

have made available, must immediately forward this information to the manufacturer and, where 

applicable, his authorised representative and the importer. Distributors must keep a register of 

complaints. It is the responsibility of the distributor to keep the manufacturer (and, where 

applicable, the authorised representative and the importer) informed of any complaints or 

reports that may have an impact on product supplied to the market, and to provide them with 

any information upon their request. A contract or technical agreement may be in place between 

the distributor and the manufacturer specifying responsibilities relating to the handling of 

complaints, incidents and vigilance. 

 

A procedure should be in place describing the process to be followed upon receipt of a 

complaint, an event or incident report. A complaint, event and incident report register should be 

established.  

 

All complaints, events or incidents received should be evaluated and categorised into either a 

quality, technical/service, vigilance or distribution related complaint depending on the nature of 

the report. Complaints specific to activities performed by the distributor should be investigated 

by the distributor. The decisions and actions taken as a result of a complaint, event or incident 

should be justified and recorded. Where complaints are not reported to the manufacturer or 

authorised representative/importer, this should be justified and documented. All 

communications regarding the complaint should be documented. 

 

 5 PERSONNEL AND STAFF TRAININGFIELD SAFETY CORRECTIVE ACTIONS (FSCA) 

 

An FSCA is an action taken by a manufacturer to reduce a risk of death or serious deterioration 

in the state of health associated with the use of a medical device that is already placed on the 

market. The following are examples of FSCAs: 

 the return, withdrawal or recall of a medical device to the supplier or manufacturer. (see also, 

section 4.6 for further detail on medical device recalls)  

 modification of the medical device 

 modification to the clinical management of patients  

 exchange of the medical device 

 destruction of the medical device 

 retrofit by the purchaser of the manufacturer’s modification or design change  

 

It is the manufacturer’s legal responsibility to inform Member States of an FSCA. An FSCA will 

always result in the issuance of a field safety notice (FSN) and in some instances will result in the 

issuance of an FSN and an additional HPRA safety notice (see Figure 1). FSN and HPRA safety 

notices are discussed in greater detail in section 4.5.1 and 4.5.2. 
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Figure 1: Safety notice communication sequence 

 

Nonetheless, a documented procedure for handling FSCAs notified by the manufacturer should 

be in place. In addition, the system established should be capable of handling the reporting of 

FSCAs where the distributor is responsible for initiating or reporting an FSCA. The document 

should clearly outline the various responsibilities with respect to the planning, conducting and 

reporting of the corrective action taken. The procedure should also clearly stipulate that the 

HPRA should be notified before any FSCA is undertaken and/or communicated onward.  

 

Distributors should note that a device modification can include permanent or temporary 

changes to the labelling or instructions for use, software upgrades including those carried out 

by remote access and advice relating to a change in the way the device is used (e.g. when an 

IVD manufacturer advises of a revised quality control procedure such as the use of third party 

controls or more frequent calibration or modification of control values for IVDs). 

 

 Field safety notices 

  

 

An FSN is a communication sent by a manufacturer to users or customers (including 

distributors) in relation to an FSCA. An FSN is advice given by the manufacturer regarding the 

use of the device e.g. where the device is no longer on the market or has been withdrawn but 

could still possibly be in use as in the case of implants, or where there is a change in analytical 

sensitivity or specificity for diagnostic devices.  

 

The European guidelines on a medical devices vigilance system (MEDDEV 2.12/1) give clear 

instructions on the format to be used by manufacturers when issuing an FSN. 

The manufacturer can send the FSN by post, email, fax or in some instances may hand deliver 

the notice. The manufacturer may address the FSN to the healthcare professionals impacted. 

 

 HPRA safety notices 

 

HPRA safety notices 

 

HPRA safety notices are only issued for a small percentage of the overall FSNs distributed in 

Ireland. The aim of HPRA safety notices is to advise the user of the device, whether at home, in a 

hospital or in a community setting, of important information regarding the safe use of their 

medical device. The recipient of the safety communication should ensure that the 

communication reaches the most appropriate personnel within their organisation. 

FSCA
FSN 

(always required as part of an FSCA)

HPRA Safety Notice
(not always required, issued in 
addition to an FSN in a small 

percentage of FSCAs in Ireland)
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 description of the batch/lot traceability system and method of identification of medical 

device recipients within the distribution chain 

 method of handling recalled medical devices currently in house and those received back 

 arrangements to ensure segregation of recalled medical devices from saleable medical 

devices 

 arrangements for return of recalled medical devices to the manufacturer or for destruction 

 investigation and reconciliation reports 

 procedure to be followed in the event of a defect being discovered on site 

 

There should be an efficient and effective method for identifying customers supplied with a 

medical device subject to a recall. The recall procedure should be regularly challenged 

(recommendation of at least once per year) to ensure that the process is effective and capable 

of tracing all customers and medical devices in a timely manner. This challenge may involve 

identifying a particular batch of a medical device and reconciling quantities received with those 

in stock and distributed to customers. A mock recall should be carried out annually if the 

company has participated in an actual recall during the previous year, which has utilised the 

same traceability system. 

 

 PERSONNEL AND STAFF TRAINING 

5  

 

Personnel involved in the distribution of medical devices should have the appropriate training 

and experience to adequately conduct their assigned duties. Training should be documented 

and recorded. Reporting structures and role profiles should be clearly established. There should 

be sufficient competent personnel to carry out all the tasks for which the distributor is 

responsible. 

 

 

5.1  Key personnel 

 

It is suggested that each distribution centre appoint a person of appropriate training and 

experience who has primary responsibility for ensuring that regulatory responsibilities are met 

and that the quality system is effective. This person may also serve as the primary contact 

between the competent authority and the distributor. 

 

Other duties that need to be carefully controlled and assigned to key personnel of appropriate 

training and experience include the segregation, storage and release of returned stock to 

saleable stock and the handling of product recalls and field safety notices.  

 

6  

6.1  Training 

 

Training is a key component of any quality system.  
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The training and skills necessary to carry out the various operations should be clearly 

established. A training plan should be in place for each staff member to ensure that they receive 

induction training, task specific training and ongoing training relevant to their role profile. This 

ongoing training should include training on updated SOPs. 

 

The effectiveness of training should be determined and before taking on any role, staff should 

have shown the competency needed. Evidence to this effect must be recorded and maintained.  

 

All training events should be documented in sufficient detail, including: a description of training, 

the duration and location of training, the training provider, who was trained and whether the 

trainee received the required level of competence with respect to the objective of the training 

event. For training on documents the revision number of the document should be included.  

 

Both trainer and trainee should sign off on all training records. 

 

Training could include but is not limited to: 

 defined responsibilities for personnel 

 access to and training on documentation relevant to their role 

 storage requirements 

 labelling checks  

 reporting of non compliances 

 operation of segregated areas to minimise the risk of mix ups 

 recall/withdrawal procedures 

 complaints procedures 

 regulatory requirements and related guidance documents 
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4 DOCUMENTATION AND RECORD KEEPINGTRACEABILITY AND UNIQUE DEVICE 

IDENTIFICATION (UDI) SYSTEM  

 

6 DOCUMENTATION AND RECORD KEEPING 

 

Article 25 of the MDR and Article 22 of the IVDR relate to the obligations of distributors to 

achieve an appropriate level of traceability of medical devices that they distribute.  

 

Medical device traceability is achieved through maintaining adequately detailed records in 

relation to the sourcing and supply of medical devices. For example, in the event of a Field 

Safety Corrective Action (FSCA) it may be necessary to determine the customers that received 

the medical device that was affected by the FSCA. In such cases, the maintenance of a system 

which includes tracking by batch/lot number is most valuable in terms of assisting and ensuring 

the swift conduct of the FSCA and limiting it to the affected batch/lot only.  

 

Other systems for traceability and recall are available and may be justified, e.g.   tracking by 

datewhere a specific lot number is not assigned to the device. The system used to maintain 

product traceability should be challenged periodically to ensure that it is capable of determining 

stock location.  

 

Distributors should be able to identify the following for the retention period applicable;  

 customers or entities to whom they have directly supplied a device;  

 suppliers or entities who has directly supplied them with a device;  

 any health institution or healthcare professional to which they have directly supplied a 

device; and 

 details and quantities of medical devices supplied to sales representatives. 

 

 

4.1 Documentation and record keeping 

 

Distributors should keep adequate records, including records of customers and suppliers to and 

from whom medical devices have been distributed. Records should include but are not limited 

to: medical device name and/or code, batch or lot number, quantities and delivery date. This 

information is especially important in the event of an FSCA. In the event that the FSCA requires 

the recall or withdrawal of a particular batch/lot, failure to record the batch/lot numbers 

involved in transactions may result in a full product recall.  

 

Distributors must co-operate with manufacturers or authorised representatives to achieve an 

appropriate level of traceability of devices. They should be able to identify the following to the 

competent authority, for a period of ten yearsthe retention period applicable: 

- to whom they have directly supplied a device, including healthcare professionals, institutions 

and sales representatives 

- who has directly supplied them with a device  
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Records to be maintained by the distributor could include: 

- copies of invoices relating to the receipt and supply of a medical device 

- copies of orders relating to the receipt and supply of a medical device 

- a list of approved medical device suppliers and details of the relevant medical devices 

- a list of approved customers, for example economic operators, health institutions and 

healthcare professionals, to includeincluding contact details of those to whom medical 

devices were supplied  

- records of checks carried (for example, labelling checks for CE marks) and the approval of 

medical devices into saleable stock 

 

These records should be kept for ten years after the last device covered by the EU declaration of 

conformity has been placed on the market. In the case of implantable devices, the period must 

be at least 15 years after the last device has been placed on the market. These records may be 

requested by the HPRA.  

 

4.2 Unique Device Identification (UDI) System 

  

Article 27(8) of the MDR and Article 24(8) of the IVDR require that distributors store and keep, 

preferably by electronic means, the UDI of the devices which they have supplied or with which 

they have been supplied, if those devices are class III implantable devices or belong to one of 

the categories of devices specified by the European Commission as requiring this traceability.  

 

Further information and guidance on application of UDI is will become available on the 

European Commission website at 

https://ec.europa.eu/health/md_sector/new_regulations/guidance_en. 

 following the application of the UDI system during the implementation of the Regulations.  

 

4.3 Falsified medical devices 

 

It is imperative that all distributors operate using good governance and display vigilanceare 

vigilant in their efforts to prevent falsified medical devices from being traded with other 

distributors or placed on the market. It is recommended that distributors put a process and 

related procedure in place and arrange training for staff to be followed in the event of 

identifying a suspected falsified medical device or of being notified that a (suspected) falsified 

medical device has been received. Training should be arranged for staff on following this 

process and procedure. 

 

Distributors should consider the following to help prevent the introduction of falsified medical 

devices into the supply chain: 

 

- Be aware of the possibility of falsified medical devices being supplied inadvertently through 

legitimate sources. 

- Have robust systems for ensuring the legitimacy of their suppliers and ensure that this is 

regularly reviewed. 
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- Maintain a list of approved suppliers and ensure that medical devices are only sourced 

directly from these approved suppliers. In this regard the approval process should include 

assessment of supply chain and where possible the authority of the supplier to supply the 

specific medical devices, e.g. if devices are not received directly from the manufacturer, seek 

confirmation from the manufacturer of official distribution partners. 

- Be familiar with the history of the supply chain for medical devices received and question 

previous stages in the supply chain, if deemed necessary. 

- Train staff to be aware of falsified medical devices and what to look out for. 

- Ensure that the goods-in procedure involves a detailed inspection of medical devices 

received, which is capable of identifying changes or unusual aspects to the appearance and 

packaging of medical devices. 

- Be familiar with the market price of the medical devices they source and normal fluctuations 

in this price. Offers below expected fluctuation should be treated cautiously and investigated 

to ensure these are genuine. 

- Be vigilant and do not allow themselves to be used by counterfeiters to ‘launder’ falsified 

medical devices.  

- Be aware of the possibility of falsified medical device entering the supply chain through 

returns. 

- Be knowledgeable of medical devices at risk of counterfeiting and ensure purchasers for the 

distributor are aware of such medical devices also. 

 

A distributor in possession of a medical device that is found to be (or is suspected of being) 

falsified is responsible for the withdrawal and quarantine of the medical device from saleable 

stock. If a distributor located in Ireland is suspicious that a medical device that is being offered 

or that has been received is not genuine, then the distributor should inform the HPRA 

immediately. Medical devices which are suspected of being falsified should never be returned to 

the supplier without the consent of the HPRA. 

 

Any suspicious approaches or activities noticed by a distributor should be reported to the HPRA 

without delay (enforcementdevices@hpra.ie). 

 

Distributors should keep adequate records, including records of customers and suppliers to and 

from whom medical devices have been distributed. Records should include but are not limited 

to: medical device name and/or code, batch or lot number, quantities and delivery date. This 

information is especially important in the event of an FSCA. In the event that the FSCA requires 

the recall or withdrawal of a particular batch/lot is required, failure to record the batch/lot 

numbers involved in transactions may result in a full product recall. being required. 

a recall or withdrawal from the market. In the event that a recall of a particular batch/lot is 

required, failure to record the batch/lot numbers involved in transactions may result in a full 

product recall being required. 

 

Distributors must co operate with manufacturers or authorised representatives to achieve an 

appropriate level of traceability of devices. They should be able to identify the following to the 

competent authority, for a period of ten years: 
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 to whom they have directly supplied a device, including healthcare professionals and 

institutions 

 who has directly supplied them with a device  

 

Records to be maintained by the distributor could include: 

 copies of invoices relating to the receipt and supply of a medical device 

 copies of orders relating to the receipt and supply of a medical device 

 a list of approved medical device suppliers and details of the relevant medical devices 

 a list of approved customers, for example economic operators, health institutions and 

healthcare professionals, to include contact details of those to whom medical devices were 

supplied  

 records of checks carried (for example labelling checks for CE marks) and the approval of 

medical devices into saleable stock 

 

These records should be kept for ten years after the last device covered by the EU declaration of 

conformity has been placed on the market. In the case of implantable devices, the period must be 

at least 15 years after the last device has been placed on the market. These records may be 

requested by the HPRA.  

 

 

5 EUDAMED AND REGISTRATION 

87  

Eudamed is the IT system developed by the European Commission to ensure effective 

implementation of the MDR and IVDR.   

 

Eudamed will include six interconnected modules: 

 

 Actor registration, including a single registration number (SRN) 

 UDI/device registration  

 Notified bodies and certificates  

 Clinical investigations and performance studies  

 Vigilance and post-market surveillance  

 Market surveillance  

 

It is envisaged that all of the modules of Eudamed and the audit of the system will be 

completed before May 2022.  

 

The Commission deployed the actor registration module of EUDAMEudamedD on the 01st 

December 2020.  Actors that register on Eudamed will be able to obtain a SRN.  Further details 

regarding the actor registration module can be found on the EU Commission website at : 

https://ec.europa.eu/health/md_eudamed/actors_registration_en.   

 

While distributors are not required to register themselves as actors on EudamedEUDAMED, they 

will be able to use EudamedEUDAMED to carry out some of the essential verification checks 
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required under Article 14 once EudamedEUDAMED is fully functional.  Distributors that qualify 

as importers (e.g. when importing medical devices from outside of the EU) will be required to 

register as an actor on EudamedEUDAMED.  Distributors established in Ireland are encouraged 

to notify the HPRA of their establishment through our economic operator portal available on 

our website. Information on national registration requirements will be updated on our 

Registration webpage. 

 

6 MEDICAL DEVICE RECEIPT, STORAGE,  AND SUPPLY AND TRANSPORT  

657.1  Introduction of a new medical device  

 

A robust system for approval of new medical device suppliers is a key component in the 

prevention of falsified medical devices entering the supply chain. It is recommended that 

dDistributors should have a procedure in place relating to the introduction of new medical 

devices to their inventory. For medical devices Th, the required storage and transport conditions 

and any additional requirements relating to their distribution should be known and 

documented. Where clarification is required, distributors should consult with their suppliers with 

respect to the classification of new medical devices.  

Documentation relating to the introduction of each new medical device should be available for 

review relating to the introduction of each new medical device. Specific documentation required 

for placing a device into saleable stock is detailed in section 567.2 of this document. 

 

It is recommended that aA distributor of medical devices may havehas a technical or contractual 

agreement in place with their supplier. The technical agreement serves as a basis for defining 

the division of responsibilities between the parties. However, it is important to highlight that 

each distributor retains ultimate responsibility for ensuring that the operations are compliant 

with legal requirements. A technical agreement between a distributor and their supplier shcould 

include the following, but is not limited to:  

 relationship of parties and relevant contact details 

 devices covered by the agreement and any specific requirements (e.g. storage conditions) 

 transport specifications  

 device traceability requirements 

 responsibilities and procedural aspects in terms of recall/withdrawal procedures, handling 

returns, complaints (related to distribution and/or device safety and performance) 

 review provision for ensuring the agreement maintains relevance to the ongoing operation 

Where the distributor is a subsidiary of the manufacturer or supplying company, tasks and 

responsibilities may be defined within procedures in a common quality management system. 

 

Distributors receiving medical devices directly from operators in a country outside of the 

European Economic Area may be considered to be importers. In accordance with legislation, 

importers have specific legal obligations in addition to a distributor’s obligations.  

 

The Regulations also state that where a distributor performs certain activities, they may assume 

the responsibility of a manufacturer (see chapter onsection 3 on the  lLegislative Bbasis and 

Appendix 1 for further detailsX). These activities include where a distributor: 
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- makes a device available on the market under their name, registered trade name or 

registered trade mark 

- changes the intended purpose of the device already placed on the market or put into service 

- modifies a device already placed on the market or put into service in such a way as to affect 

the compliance of the device 

 

57.26.2 Placing devices into saleable stock 

 

It is recommended that deliveries are examined at receipt to include checking for damage 

(including any breaches to sterile packaging) and appropriate remaining shelf life. A written SOP 

Standard Operating Procedure (SOP) should be in place toshould describe tThe system in place 

to enable detection and quarantine of any non-conforming or defective product should be 

documented. 

 

There should be a system in place to enable the distributor to meet the requirements of Article 

14 paragraph 2 of the Regulations (see table 2). Before making the medical device available on 

the market, the distributor must verify that certain minimum requirements are met. This includes 

checking that a CE mark is present and that a declaration of conformity of the device has been 

drawn up. In performing this verification, the distributor may apply an appropriate sampling 

method that ensures that the samples selected are representative of the devices supplied by 

that distributor. Any sampling method applied should be risk- based and justified. Expiry dates 

should also be checked to ensure that expired medical devices are not supplied. For increased 

traceability it is recommended that batch or lot numbers are recorded. All the above mentioned 

checks should be recorded.  

 

 

In addition, distributors must also verify that the following requirements are met:  

- the medical device is accompanied by the information to be supplied by the manufacturer in 

accordance with Article 10(11) of the MDR and Article 10(10) of the IVDR (i.e. labelling and 

instructions for use). A risk-based sampling approach can be used for this check; 

- for imported devices, the importer has complied with the requirements set out in Article 

13(3) of the Regulations (i.e. importer’s contact details); 

- where applicable, a unique device identifier (UDI) has been assigned by the manufacturer . 

 

Article 27(8) of the MDR and Article 24(8) of the IVDR require that distributors store and keep, 

preferably by electronic means, the UDI of the devices which they have supplied or with which 

they have been supplied, if those devices are class III implantable devices or belong to one of 

the categories of devices specified by the European Commission as requiring this traceability. 

Further information and guidance will become available on the European Commission website 

following the application of the UDI system during the implementation of the Regulations. 

 

The verification checks should also be recorded. 
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It is recommended that tTheThe process for handling of non-conforming goods at goods-in 

should beis described in a procedureshould be documented, which should includinge where the 

non-conforming medical device is stored, what documentation is completed and how the stock 

is controlled on the warehouse management system (if applicable). 

 

It should be verified that all goods have been received from an approved supplier. To ensure 

this, goods-in personnel should have access to the list of suppliers approved under the 

company’s quality system. Alternatively, an inventory management system may be used which 

permits medical devices to be booked onto the inventory system only if the supplier is approved 

to supply that medical device.  

 

Specific checks should be performed on medical devices requiring refrigerated storage. These 

checks should include, but are not limited to: checking that cold chain conditions were 

maintained during transportation, and checking that the consignment(s) were received within 

the validated transportation time if received in qualified cold-chain shippers. 

 

If a medical device is received under quarantine status, there should be systems and procedures 

in place to ensure that it is not released into saleable stock until all necessary conditions have 

been met.  

 

Where a distributor considers or has reason to believe that a device is not in conformity with the 

requirements of the Regulations, they must ensure that the device is brought into conformity 

before it becomes available on the market. It is also a requirement that in this case, the 

distributor informs the manufacturer and, where applicable, the authorised representative and 

the importer. 

 

Where the distributor considers or has reason to believe that the medical device presents a 

serious risk to patient health and safety or is falsified, they shall also inform the HPRA. If the 

distributor has made a medical device that poses a serious risk available in other markets within 

the EEA, the distributor is also required to inform the national competent authority in each of 

those markets. This requires that the distributor has a documented system in place relating to 

identification of serious risk and of falsified medical devices. Further information regarding the 

vigilance system for medical devices is available on the HPRA website www.hpra.ie.  

 

Records should be available of all checks performed and these should be available to the HPRA 

during an inspection. 

 

7.3  Traceability 

 

Article 25 of the MDR and Article 22 of the IVDR describe the obligations relating to 

identification within the supply chain. Medical device traceability is achieved through 

maintaining adequately detailed records in relation to the sourcing and supply of medical 

devices. In the event of an FSCA product recall it may be necessary to determine the customers 

that received the medical device that was affected by the FSCA recall. In such cases, the 
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maintenance of a system which includes tracking by batch/lot number is most valuable in terms 

of assisting and ensuring the swift conduct of the FSCA recall and limiting it to the affected 

batch/lot only. Other systems for traceability and recall are available and may be justified, e.g. 

where a specific lot number is not assigned to the device. The system used to maintain product 

traceability should be challenged periodically to ensure that it is capable of determining stock 

location. Distributors should be able to identify the following for the retention period applicable 

 customers or entities to whom they have directly supplied a device;  

 suppliers or entities who has directly supplied them with a device;  

 any health institution or healthcare professional to which they have directly supplied a 

device. 

 

A procedure should be in place describing the controls and traceability system in place for 

promotional samples and samples maintained by sales representatives. Details and quantities of 

medical devices supplied to sales representatives should be recorded and included in any recall 

action which may arise. 

 

6.3 Storage 

 

According to Article 14(3) of the Regulations, distributors must ensure that, while medical 

devices are under their responsibility, storage or transport conditions comply with the 

conditions set by the manufacturer. Storage conditions are normally specified on the containers, 

for example ‘Store between 2 and 8°C’, ‘Store at -20°C’ or ‘Do not store above 25°C’. Medical 

devices must be stored in accordance with the labelled conditions, including potential relative 

humidity conditions. Where there are no specified storage conditions, distributors should verify 

with the manufacturer that there are no restrictions on the temperatures at which medical 

devices may be stored. 

 

Continuous temperature monitoring must be performed and documented in order to ensure 

that the appropriate conditions are maintained, if applicable. This applies to all areas where 

medical devices are stored (e.g. bulk storage, pick-face, quarantine and returns areas). At a 

minimum, a calibrated max/min type thermometer should be used. The maximum and minimum 

temperatures reached should be recorded every day and the thermometer reset  after the 

readings have been taken. 

 

Temperature monitoring records should be reviewed and approved regularly to ensure 

compliance with the required conditions. Temperature excursions should be investigated 

immediately and documented. Consideration should be given to the potential impact that the 

excursion may have had on devices stored during that time period. In the event that there are 

multiple temperature excursions across a time period, the impact of the multiple excursions on 

the devices should be considered. The manufacturer of the medical device should be consulted 

to ascertain the effect of any excursions from the labelled storage conditions. It is recommended 

that tTThe method for investigating excursions should be described in a procedureshould be 

documented. 
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The distributor should review calibration certificates for temperature monitoring devices to 

ensure that the accuracy of the devices is acceptable. Documentation should be available for 

inspection demonstrating that this review has occurred. 

 

Temperatures should also be monitored during periods when temperature measuring devices 

used routinely are being recalibrated. This may mean that auxiliary temperature measuring 

devices are required. These devices should also be calibrated. 

 

Adequate rotation of stock (a ‘first expired first out’ (FEFO) or equivalent stock rotation system) 

should be applied to ensure that stock with adequate expiry is supplied. 

 

Quarantined stock should be kept separate from approved stock. There should be a system in 

place to ensure that quarantined stock is not available for picking or returned to saleable stock 

inadvertently. An inventory of quarantined stock may be maintained on a warehouse 

management system. The distributors should exercise care to ensure that, where segregation is 

achieved only by using a computerised system, this system is at least as effective as if devices 

were physically segregated. This is to ensure that devices that have been deemed as not suitable 

for saleable stock (e.g. falsified, recalled or defective medical devices) are not supplied to 

customers. 

 

Any samples received by sales representatives should be stored and transported in accordance 

with the labelled conditions. 

 

 

 

6.4 Pest control 

 

The distributor is responsible for preserving the device through correct storage and 

transportation as applicable. Therefore, it is recommended that a pest control programme is in 

place. At a minimum this should include rodent control. Further controls may be required for 

birds and flying and crawling insects and may include electrical fly killers, glue traps, etc. Rodent 

control should cover both internal and external locations. 

 

The pest controlThe programme should be described in a proceduredocumented. A bait map 

should show the locations of all pest control monitoring stations and should be approved by the 

distributor. 

 

Any recommendations made by a pest control service provider should be completed and 

recorded. If recommendations are not completed, an explanation should be recorded. All pest 

control records should be approved by the distributor and maintained. 

 

6.5 Medical device disposal 
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Disposal of medical devices should be controlled such that they cannot re-enter the supply 

chain. All medical devices that are rejected in-house, rejected when received as a return from a 

customer or recalled stock should, if instructed accordingly, be destroyed in an appropriate and 

timely manner and in accordance with waste legislation and any associated manufacturer 

instructions as provided in the product labelling and instructions for use. Consult with the 

manufacturerThe manufacturer should be consulted if required. The decision to dispose of 

medical devices should be documented and recorded. 

 

There should be an inventory of medical devices placed into waste. Records and certificates of 

destruction should be maintained. 

 

Service level agreements should be in place with third party contractors. 

 

 

 

6.6 Transport  

 

Medical devices must be transported appropriately and in accordance with labelled storage 

conditions (including sterile conditions if applicable) and written procedures. Where contract 

service providers are used, the distributor must make itself aware of the operating procedures of 

that party (e.g. by audit). This assessment should include examination of the transportation 

methods and routes. The distributor should be fully aware of, and agree to, any operations sub-

contracted to another party by the contract service provider. The contracted arrangements for 

transportation should be documented in a service level agreement, and should include details of 

any sub-contracting. 

 

The distributor must ensure that medical devices are not subjected to prolonged periods of 

storage during transportation.  

 

Validation and qualification  

 

To ensure the robustness of processes and equipment used in the distribution of medical 

devices it is best practice to validate or qualify these systems. Processes should be validated 

where the resulting output cannot be or is not verified by subsequent monitoring or 

measurement. Validation must demonstrate the ability of these processes to achieve planned 

results consistently. All validation exercises should be documented and the scope of the 

validation justified. Validation should be completed prior to the use of the system or process in 

the routine distribution and sale of the medical device (prospective validation). In exceptional 

circumstances, where this is not possible, it may be necessary to validate processes during 

routine distribution (concurrent validation). 

 

 

 

Validation of critical processes 
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In order to validate a process, the distributor should first clearly describe/map the process 

(including the use of diagrams/flowcharts where relevant). The distributor should identify the 

critical steps within the process. Such steps may include goods in, storage, order processing and 

dispatch. The distributor may further sub divide these steps into the critical sub steps involved 

in each individual process. For example, goods in may be sub divided into receipt on site, 

delivery checking and acceptance, placing of goods into the goods in area, detailed checking of 

medical devices, medical device acceptance or rejection and finally locating of goods to 

storage/picking/rejection area. 

 

Once the distributor has identified the critical steps, a decision should be taken as to which 

steps require validation (or indeed whether all steps require validation). A risk management 

approach should be applied. Validation of processes should include an entire run through of a 

system from start to completion to ensure that each individual process does not have a negative 

impact on the following process. Records of the results and conclusion of validation and 

necessary actions arising from validation studies should be maintained. 

 

The need for re validation following a change to a system should be considered. Processes in 

use for some time should also be re validated at a defined, justifiable period to demonstrate 

that they remain in a validated state.  

 

Computer system validation 

Before a computerised system (relating to distribution processes) is brought into use, it should 

be demonstrated, through appropriate validation or verification studies, that the system is 

capable of achieving the desired results accurately, consistently and reproducibly. The level of 

validation required will depend on the complexity of the system, whether it is a bespoke or ‘off

the shelf’ system, and also the level of customisation performed on the system. The distributor 

should examine its systems and decide on the level of validation required using a risk 

management approach. There should be documentation available describing the computerised 

systems in use and the level of validation performed or planned to be performed. Software 

applications should be validated prior to initial use and, as appropriate, after changes.  

 

Equipment qualification 

In order to qualify a piece of equipment, a written protocol should be generated outlining how 

the qualification will be conducted. The protocol should describe the piece of equipment along 

with its critical functions and attributes. The protocol should describe how the correct operation 

of these critical functions and attributes will be verified along with acceptance criteria. The 

protocol should be reviewed and approved by the company. 

 

Following completion of the qualification exercise a report which cross references the 

qualification and/or validation protocol should be prepared, summarising the results obtained, 

commenting on any non conformances observed, and drawing the necessary conclusions, 

including recommending changes necessary to correct deficiencies. 

 

7 SYSTEM AND PROCEDURE PACKS 
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As a dDistributors, you sshould be familiar with Article 22 of the MDR which outlines the 

obligations of a system and procedure pack producer (SPP producer). System and Pprocedure 

Ppacks (SPP) are defined in Article 2 of MDR 2017/745: 

 

‘procedure pack’ means a combination of products packaged together and placed on the market 

with the purpose of being used for a specific medical purpose; 

‘system’ means a combination of products, either packaged together or not, which are intended 

to be interconnected or combined to achieve a specific medical purpose; 

 

For the purpose of this guidance, the term ‘system &and procedure pack producer’ refers to the 

natural or legal person referred to in Article 22(1), 22(2) and 22(3) of the Medical Device 

Regulation. 

 

DistibutorsDistributors will be consider a SPP producer when  combining a medical device with: 

 

 Oother devices bearing a CE mark; 

 Iin vitro diagnostic medical devices (IVDs) bearing a CE mark in conformity with 2017/746; 

 Oother products which are in conformity with legislation that applies to those products only, 

(e.g. medicines, personal proetectiveprotective equipment, biocides, etc.) where they are 

used within a medical procedure or where their presence within the system or procedure 

pack is justified 

 

Under these circumstances the SPP producer is not required to affix an additional CE mark to 

the system or procedure pack. However, SPP producers are required to affix their details to the 

pack including name, registered trade name or registered trademark (alongside contact details).  

This information should not replace or hide  the details of the legal manufacturer. System and 

procedure packs  should also be accompanied by the information outlined in Section 23 of 

Annex I (Information to be Supplied With a Device). 

 

Article 22 of the MDR calls out the need for a SPP producer to draw up a statement if carrying 

out these actitivitesactivities. This statement needs to be kept available for the national 

cCompetent aAuthoritiesy (i.e. the HPRA) for a period of 10 or 15 years (as applicable under 

Article 10(8)). 

 

In order to facilitate traceability, EU Commission guidance has been developed to address 

registration requirements and application of UDI to System and Procedure PackSPP pProducers. 

From a practical perspectiveperspective, the EU Commission guidance recommends that a SPP 

producer should appliesy for registration on EUDAMED and obtains a Single Registration 

Number (SRN).  Further guidance is available on the EU Commission website.   
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Please note, thatnote that a distributor will take on the responsibilities of the legal manufacturer 

and not the role of a SPP producer when undertaking any of the following activities while 

combining devices with other devices or products:  

 

 Placeing the combined items on the market in such a way that it not compatible with their 

original intended purpose; 

 Placeing the distributor registered name, trade mark and place of business in the place of the 

original OEMs; 

 If including a non-CE marked component within the system or procedure pack; 

 Sterilising in a manner that is not compatible  with the original manufacturer’s instructions;  

 Placeing a drug-device combination on the market where the drug is the principal 

mechanism of action (e.g. a co-packaged drug and syringe). 

 

A distributor must then fulfil the obligations of a legal manufacturer whichmanufacturer, which 

include conducting the appropriate conformity assessments and registering with the HRPPRA. 

Where a distributor combines these products at the request of a health institution a distributor 

combines these products, Article 22 does not apply unless the health institution requests the 

distributor or SPP producer to undertake a specific activity that may change the intended 

purpose of the device such as sterilisation. In these instances, distributors or SPP producers 

should verify their obligations under Article 16. 

 

The MDCG has also issued specific guidance on this topic and UDI requirements related to 

system and procedure packs. 

 

 

8 , PARTS AND COMPONENTS  

 

Article 23 of the MDR 2017/745 outlines the obligations of economic operators intending to 

replace parts and components for devices that are defective or worn. An eExamples of where 

this may apply is in the case of servicing and maintenance of medical devices in line with the 

manufacturer’s guidelines. Repairs are permitted under MDR, however the requirements of 

Article 23 on parts and components must be fulfilled. This also extends to devices which have 

reached end of life, where the manufacturer is only providing replacement parts. Please note, 

where repairs are conducted on single-use devices it may constitute reprocessing and such 

activities should only be carried out under the provisions allowed for by Member States.  

 

Economic operators carrying out repairs as part of servicing and maintenance activities should 

do so in line with the manufacturer’s guidelines and must prepare and keep documentation 

demonstrating there is no change to the safety, performance or intended purpose of the device. 

This documentation needs to be kept available for the Ccompetent Aauthorities (i.e. the HPRA) 

and submitted upon their request.  If your organisation is conducting repairs and the safety, 

performance or intended purpose of the device changes then the requirements of Article 16 of 

the MDR will apply and youthe organisation will assume the responsibilities of the legal 

manufacturer.  



Guide for Distributors of Medical Devices 

 

IA-G0004-1.1 40/60 

 

Typically, spare parts or components intended to repair existing components on a CE marked 

medical device are not considered medical devices in their own right. However, if these parts or 

components significantly change the performance or safety characteristics of the intended 

purpose of this device, these parts shall be considered devices in their own right. As a result, you 

must then treat them as you would any other device and fulfil your distributor obligations/ or 

checks onin relation to these devices. 

 

It is important to note the difference between operator’s carrying out repairs and those 

intending to fully refurbish medical devices. Repairing a medical device involves the replacement 

of original components or parts with new or reclaimed parts.  

As per Article 2 (31), ‘fully refurbishing’ is the complete rebuilding of a medical device already 

placed on the market or put into service, or the making of a new device from used medical 

devices. Under the MDR, fully refurbished medical devices will require CE marking and the entity 

carrying out the refurbishment will be considered as the ‘manufacturer’ . They (the 

aforementionedThis manufacturer) will be required to fulfil their obligations as laid out in the 

Regulations. Repairing a medical device involves the replacement of original components or 

parts with new or reclaimed parts. 

 

  

 

9 FIELD SAFETY CORRECTIVE ACTIONS (FSCA) 

 

An FSCA is an action taken by a manufacturer to reduce a risk of death or serious deterioration 

in the state of health associated with the use of a medical device that is already placed on the 

market.  

 

The following are examples of FSCAs: 

 

- the return, withdrawal or recall of a medical device to the supplier or manufacturer (see also, 

section 4.69.1 for further details on medical device recalls) 

- modification of the medical device 

- modification to the clinical management of patients  

- exchange of the medical device 

- destruction of the medical device 

- retrofit by the purchaser of the manufacturer’s modification or design change  

 

It is the manufacturer’s legal responsibility to inform Member States of an FSCA. An FSCA will 

always result in the issuance of a field safety notice (FSN) and in some instances will result in the 

issuance of an FSN and an additional HPRA safety notice (see Ffigure 1 below). FSN and HPRA 

safety notices are discussed in greater detail in sections 4.5.1 and 4.5.2. 
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Figure 1: Safety notice communication sequence 

 

Nonetheless, a documented procedure for handling FSCAs notified by the manufacturer should 

be in place. In addition, the system established should be capable of handling the reporting of 

FSCAs where the distributor is responsible for initiating or reporting an FSCA. The document 

should clearly outline the various responsibilities with respect to the planning, conducting and 

reporting of the corrective action taken. The procedure should also clearly stipulate that the 

HPRA should be notified before any FSCA is undertaken and/or communicated onward.  

 

Distributors should note that a device modification can include permanent or temporary 

changes to the labelling or instructions for use, software upgrades including those carried out 

by remote access and advice that changes relating to a change in the way the device is used 

(e.g. when an IVD manufacturer advises of a revised quality control procedure such as the use of 

third party controls or more frequent calibration or modification of control values for IVDs). 

 

Further information regarding the vigilance system for medical devices is available on the HPRA 

website www.hpra.ie.  

Further information on FSCAs and the medical device vigilance system is available on our 

website.   

 

 Field safety notices 

 

An FSN is a communication sent by a manufacturer to users or customers (including 

distributors) in relation to an FSCA. An FSN is advice given by the manufacturer regarding the 

use of the device e.g. where the device is no longer on the market or has been withdrawn but 

could still possibly be in use as in the case of implants, or where there is a change in analytical 

sensitivity or specificity for diagnostic devices.  

 

The European guidelines on a medical devices vigilance system (MEDDEV 2.12/1) give clear  

instructions on the format to be used by manufacturers when issuing an FSN. 

The manufacturer can send the FSN by post, email, fax or in some instances may hand deliver 

the notice. The manufacturer may address the FSN to the healthcare professionals impacted. 

 

 HPRA safety notices 

 

HPRA safety notices are only issued for a small percentage of the overall FSNs distributed in 

Ireland. The aim of HPRA safety notices is to advise the user of the device, whether at home, in a 

hospital or in a community setting, of important information regarding the safe use of their 

FSCA
FSN 

(always required as part of an FSCA)

HPRA Safety Notice
(not always required, issued in 
addition to an FSN in a small 

percentage of FSCAs in Ireland)
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 description of the batch/lot traceability system and method of identification of medical 

device recipients within the distribution chain 

 method of handling recalled medical devices currently in house and those received back 

 arrangements to ensure segregation of recalled medical devices from saleable medical 

devices 

 arrangements for return of recalled medical devices to the manufacturer or for destruction 

 investigation and reconciliation reports 

 procedure to be followed in the event of a defect being discovered on site 

 

At a minimum, tThere should be an efficient and effective method for identifying customers 

supplied with a medical device subject to a recall. The recall procedure should be regularly 

challenged (recommendation ed to be doneof at least once pera year) to ensure that the 

process is effective and capable of tracing all customers and medical devices in a timely manner. 

This challenge may involve identifying a particular batch of a medical device and reconciling 

quantities received with those in stock and distributed to customers. A mock recall should be 

carried out annually if the company has participated in an actual recall during the previous year, 

which has utilisedsed the same traceability system. 

 

10 COMPLAINTS 

 

In accordance with the Regulations, distributors who have received complaints or reports from 

healthcare professionals, patients or users about suspected incidents related to a device they 

have made available, must immediately forward this information to the manufacturer and, where 

applicable, histheir authorised representative and the importer. Distributors must keep a register 

of complaints. It is the responsibility of the distributor to keep the manufacturer (and, where 

applicable, the authorised representative and the importer) informed of any complaints or 

reports that may have an impact on product supplied to the market, and to provide them with 

any information upon their request.  

A contract or technical agreement may be in place between the distributor and the 

manufacturer specifying responsibilities relating to the handling of complaints, incidents and 

vigilance. 

 

A procedure should be in place describing tThe process to be followed upon receipt of a 

complaint, an event or incident report should be documented. A complaint, event and incident 

report register should be established.  

 

All complaints, events or incidents received should be evaluated and categorised into either a 

quality, technical/service, vigilance or distribution related complaint depending on the nature of 

the report. Complaints specific to activities performed by the distributor should be investigated 

by the distributor. The decisions and actions taken as a result of a complaint, event or incident 

should be justified and recorded. Where complaints are not reported to the manufacturer or 

authorised representative/importer, this should be justified and documented. All 

communications regarding the complaint should be documented. 
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10119 98 THE MANAGEMENT OF RETURNED MEDICAL DEVICES 

 

A medical device should be considered to be a ‘return’ once it has left the premises of the 

supplying distributor and is subsequently returned to that premises. This may include the 

following examples: 

- where a distributor supplies a customer with the incorrect medical device, which is 

subsequently returned 

- where a customer returns a medical device to a distributor which they ordered in error 

- where a medical device is received back to the premises of a distributor having never been 

received by the customer (e.g. because the customer’s premises was closed)  

- where a defective medical device is received back to the premises of a distributor for 

exchange or repair 

 

Distributors should be extremely vigilant in their assessment of the suitability of returned 

medical devices to be placed back into saleable stock. Once the returned medical device has 

been placed back into saleable stock it may not be possible to distinguish between the returned 

medical device and the remainder of the stock even if the batch/lot number of the returned 

medical device was recorded. The distributor must be fully confident that the safety and 

performance of the medical device has not been affected in any way whilst the medical device 

has been out of their care. Defective devices should be segregated from other stock and 

identified as defective. 

 

When a return is received back it should be placed in a separate area so that there is no risk of it 

being returned to saleable stock prior to assessment in error. This separate area should be 

clearly segregated from saleable stock (either by physical means or by a validated computerised 

system). 

 

All stages of the returns process should be documented. This documentation should allow all 

stages of the returns process to be traced, including the person conducting each stage/activity.  

 

A suitably competent person should perform the checks on returned medical devices. If the 

medical device is to be rejected, then it should be placed into a reject area. 

 

Personnel involved in the returns process should receive appropriate training and should have 

sufficient experience in relation to the handling of medical devices to increase improve their 

ability to identify falsified medical devices. 

 

The distributor must ensure that the correct storage conditions have been maintained during 

the period the medical device was outside of the distributor’s control. There must be no 

reasonable possibility that the storage conditions have beenwere compromised during this 

period resulting in the a risk to the performance and/or safety of the device. 
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There should be a register or log of returns in place which should include all medical device 

details and reasons for their return. The assessment performed on returned medical devices 

should be documented and should include the final disposition (i.e. approved for sale, 

quarantined, rejected or intended for destruction).  

 

Special care must be exercised with the return of sterile medical devices and any medical 

devices requiring storage at low temperatures and sterile medical devices. Where a distributor 

decides to accept returns of medical devices requiring storage at low temperatures, the criteria 

for accepting these should be clearly described within a proceduredocumented and strictly 

adhered to andin practice clearly described within a procedure. The distributor must have 

documented evidence available for review confirming that the medical device was maintained 

within the cold chain for the entire time period during which it was outside of its control. 

 

It is considered best practice if sterile medical device stock is only returned to saleable stock 

where there is no reasonable possibility that sterility has been compromised. If there is any 

doubt about their storage, then they must not be returned to saleable stock. Stocks of sterile 

products with broken seals, damaged packaging or suspected ofwhere possible contamination 

is suspected contamination must not be returned to saleable stock. 

 

Distributors should be aware of the potential for falsified medical devices to enter the supply 

chain through the returns process. All relevant staff members should be made aware of this.  

 

 

1109 FALSIFIED MEDICAL DEVICES 

 

It is imperative that all distributors operate using good governance and display vigilance in their 

efforts to prevent falsified medical devices from being traded with other distributors or placed 

on the market. It is recommended that distributors put a process and related procedure in place 

and arrange training for staff to be followed in the event of identifying a suspected falsified 

medical device or of being notified that a (suspected) falsified medical device has been received. 

 

Distributors should consider the following to help prevent the introduction of falsified medical 

devices into the supply chain: 

 

 Be aware of the possibility of falsified medical devices being supplied inadvertently through 

legitimate sources. 

 Have robust systems for ensuring the legitimacy of their suppliers and ensure that this is 

regularly reviewed. 

 Maintain a list of approved suppliers and ensure that medical devices are only sourced 

directly from these approved suppliers. In this regard the approval process should include 

assessment of supply chain and where possible the authority of the supplier to supply the 

specific medical devices e.g. if devices are not received directly from the manufacturer, seek 

confirmation from the manufacturer of official distribution partners. 
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 Be familiar with the history of the supply chain for medical devices received and question 

previous stages in the supply chain, if deemed necessary. 

 Train staff to be aware of falsified medical devices and what to look out for. 

 Ensure that the goods in procedure involves a detailed inspection of medical devices 

received, which is capable of identifying changes or unusual aspects to the appearance and 

packaging of medical devices. 

 Be familiar with the market price of the medical devices they source and normal fluctuations 

in this price. Offers below expected fluctuation should be treated cautiously and investigated 

to ensure these are genuine. 

 Be vigilant and do not allow themselves to be used by counterfeiters to ‘launder’ falsified 

medical devices.  

 Be aware of the possibility of falsified medical device entering the supply chain through 

returns. 

 Be knowledgeable of medical devices at risk of counterfeiting and ensure purchasers for the 

distributor are aware of such medical devices also. 

 

A distributor in possession of a medical device that is found to be (or is suspected of being) 

falsified is responsible for the withdrawal and quarantine of the medical device from saleable 

stock. If a distributor located in Ireland is suspicious that a medical device that is being offered 

or that has been received is not genuine, then the distributor should inform the HPRA 

immediately. Medical devices which are suspected of being falsified should never be returned to 

the supplier without the consent of the HPRA. 

 

Any suspicious approaches or activities noticed by a distributor should be reported to the HPRA 

without delay (enforcement@hpra.ie). 
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10 MEDICAL DEVICE RECALLS 

 

The distributor should have a recall procedure in place. This is to enable the swift and effective 

recall from the marketplace of defective and/or potentially harmful medical devices. In 

the event of a recall the responsibility of the distributor will depend on where in the 

supply chain they act for the medical device in question. 

 

The recall procedure should include, at a minimum, the following: 

the role of management 

nominated responsibilities for co ordination of the recall action 

contact numbers for the company (at least three personnel) and the relevant HPRA staff contact 

points ()  

requirement to discuss with the manufacturer and agree any action with the HPRA before recall 

action or communication to other customers is carried out 

description of the batch/lot traceability system and method of identification of medical device 

recipients within the distribution chain 

method of handling recalled medical devices currently in house and those received back 

arrangements to ensure segregation of recalled medical devices from saleable medical devices 

arrangements for return of recalled medical devices to the manufacturer or for destruction 

investigation and reconciliation reports 

procedure to be followed in the event of a defect being discovered on site 

 

There should be an efficient and effective method for identifying customers supplied with a 

medical device subject to a recall. The recall procedure should be regularly challenged 

(recommendation of at least once per year) to ensure that the process is effective and 

capable of tracing all customers and medical devices in a timely manner. This challenge 

may involve identifying a particular batch of a medical device and reconciling quantities 

received with those in stock and distributed to customers. A mock recall need not be 

carried out where the company has participated in an actual recall during the previous 

year, which has utilised the same traceability system. 

 

 

120211 PERSONNEL AND STAFF TRAINING 

 

Personnel involved in the distribution of medical devices should have the appropriate training 

and experience to adequately conduct their assigned duties. Training should be documented 

and recorded. Reporting structures and role profiles should be clearly established. There should 

be sufficient competent personnel to carry out all the tasks for which the distributor is 

responsible. 

 

  Key personnel 

 

It is suggested that each distribution centre appoint a person of appropriate training and 

experience who has primary responsibility for ensuring that regulatory responsibilities are met 
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and that the quality system is effective. This person may also serve as the primary contact 

between the competent authority and the distributor. 

 

Other duties that need to be carefully controlled and assigned to key personnel of appropriate 

training and experience, include the segregation, storage and release of returned stock to 

saleable stock and the handling of product recalls and field safety notices. 

 

  Training 

 

Training is a key component of any quality system.  

 

The training and skills necessary to carry out the various operations should be clearly 

established. A training plan should be in place for each staff member to ensure that they receive 

induction training, task specific training and ongoing training relevant to their role profile. This 

ongoing training should include training on updated SOPs. 

 

The effectiveness of training should be determined and before taking on any role, staff should 

have shown the competency needed. Evidence to this effect must be recorded and maintained.  

 

All training events should be documented in sufficient detail, including: a description of training, 

the duration and location of training, the training provider, who was trained and whether the 

trainee received the required level of competence with respect to the objective of the training 

event. For training on documents, for example SOPsprocedures, the revision number of the 

document should be included. 

 

Both trainer and trainee should sign off on all training records. 

 

Training could include but is not limited to: 

 

- defined responsibilities for personnel 

- access to and training on documentation relevant to their role 

- storage requirements 

- labelling checks  

- reporting of non-compliances 

- operation of segregated areas to minimise the risk of mix-ups 

- recall/withdrawal procedures 

- complaints procedures 

- regulatory requirements and related guidance documents 

 

OUTSOURCED ACTIVITIES 

 

Technical or contractual agreements should be in place for all outsourced activities relating to 

distribution of medical devices. The technical agreements should at least describe the roles and 

responsibilities of both parties including details as applicable on transportation arrangements, 
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receipt of goods, documentation, recalls, returns, customer complaints, suspected falsified 

medical devices, and management of non conformances and changes. The technical agreement 

serves as a basis for defining the division of activities and responsibilities between the parties. 

However, it is important to highlight that the distributor retains ultimate responsibility for 

ensuring that the operations conducted are compliant with legal requirements. Technical 

agreements and procedures covering delegated activities may be reviewed during the course of 

a HPRA inspection. 

 

 

132 TRANSPORTATION 

 

131 IMPLEMENTATIONIMPLEMENTATION OF A QUALITY SYSTEM 

 Medical devices must be transported appropriately and in accordance with labelled storage 

conditions (including sterile conditions if applicable) and written procedures. Where 

contract service providers are used, the distributor must make itself aware of the 

operating procedures of that party (e.g. by audit). This assessment should include 

examination of the transportation methods and routes. The distributor should be fully 

aware of, and agree to, any operations sub contracted to another party by the contract 

service provider. The contracted arrangements for transportation should be 

documented in a service level agreement, and should include details of any sub

contracting. 

 

The distributor must ensure that medical devices are not subjected to prolonged periods of 

storage during transportation.  

 

 

In order to meet the legislative requirements and to ensure that only medical devices that 

comply with the legislation are made available for supply, it is suggested that distributors should 

have a quality system in place as a means of best practise. An effective quality system provides 

assurance that only medical devices which comply with legislative requirements are distributed, 

that non-compliant, defective or unsuitable medical devices can be detected, that traceability is 

maintained and that non-conformances and the introduction of changes are controlled. There 

are various established standards for quality systems, with ISO 13485 being the most commonly 

used quality framework in the medical device industry. While adherence to such a framework 

can be beneficial in providing structure to a quality system, it is not a requirement that athe 

quality system is not required to be officially accredited to any specific standard.  

 

The quality system is the responsibility of the organisation’s management. It requires their 

leadership and active participation, and should be supported by staff commitment. A person 

should be appointed by the management who should have clearly specified authority and 

responsibility for ensuring that a quality system is implemented and maintained. A quality 

manual or equivalent should be established in which all distribution activities should be clearly 

defined and systematically reviewed.  
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Some of the key components of a quality system are outlined below and further discussed 

throughout this document: 

 Quality management 

 Personnel and staff training 

 Documentation and record keeping 

 Medical device receipt, storage and supply 

 Management of returned medical devices 

 Falsified medical devices 

 Medical device recalls 

 Outsourced activities 

 Standard Operating Procedures 

 

Standard operating procedures (SOPs) should be establishedare recommended to clearly 

describe how key activities are carried out. In order to ensure that procedures are reflective of 

current requirements, a periodic review should be performed. This review should be 

documented and any recommendations should be implemented. 

 

It is recommended that Ddistribution of documents to staff should beis controlled in a manner 

such that only up-to-date and approved documents are available in relevant areas and obsolete 

copies should not be accessible. This may be achieved by maintaining a distribution list with 

records of procedures issued and retrieved, including the dates on which these activities took 

place. Superseded master copies of procedures should be maintained for a period of at least six 

years. 

 

It is particularly important that SOPs relating to activities in certain areas (e.g. receipt of material 

at the goods inwards area) are available to staff in the relevant area for reference as required. 

 

SOPs should describe the different operations which may affect the performance of the medical 

devices. In addition, there should be procedures in place for: and could include but is not limited 

to the following:  

- Training 

- Documentation control 

- Approval of suppliers and customers 

- Order processing and deliveries 

- Waste management 

- Transport 

- Audits 

- Change control 

- ComplaintsManagement review 

- Quality risk management 

- Management of Field Safety Corrective Actions 

- Recalls and withdrawals 

- Non-conformance management 

- Corrective and preventive actions 
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At a minimum, distributors should keep a register of change controls, risk assessments, non-

conformances, CAPAs, complaints, recalls and withdrawals and audits. 

 

A distributor should ensure that the quality system in place complies with the legislative 

parameters governing the distribution of medical devices. In such cases the distributor should 

perform a gap analysis of the specific requirements relating to the distribution of medical 

devices against its current operational standard. Differences in approach or gaps identified 

should be addressed through the introduction of additional procedures or the amendment of 

existing procedures within the quality system as required. 

 

13.1 Change control 

 

The purpose of a change control system is to enable distributors to identify, document and 

assess changes that they introduce and how this may affect compliance and performance of the 

device. Such changes may include, for example: a change in the settings of a heating system or 

the relocation of a medical device storage area within a warehouse. Such changes may have a 

significant impact, and may have the potential tomay potentially affect the performance of the, 

medical device distributed. Therefore, it is vital that the change is conducted in a controlled 

manner. 

 

It is recommended that a A change control procedure and associated formss s hould be 

implemented and appropriately documented. The purpose of the procedure should be to 

ensure that all changes to the operation are fully evaluated in terms of impact on the medical 

device’s performance and traceability. The evaluation process should identify the areas impacted 

by the change, including processes, equipment, personnel, training, validation, quality system 

and regulatory implications. The required actions to give full effect to the change and ensure its 

implementation should be identified. In addition, changes should be formally approved prior to 

implementation. A system should be in place to ensure that all actions identified during the 

change control process have been completed within an appropriate timeline. The principles of 

quality risk management should be built into the change control process. Each change should 

be considered and a decision taken as to whether a risk assessment is required prior to approval 

of the change for implementation. The requirement for a risk assessment to be considered 

should be documented on the change control form. 

 

13.2 Quality risk management 

 

Quality risk management is a systematic process for the assessment, control, communication 

and review of risks to the safety and performance of the medical device. It is a valuable 

component of an effective quality system. Risk management may be used to assess the risk 

posed to the medical device as a result of a non-conformance from normal practices or to justify 

a proposed non-conformance from accepted practice. The use of risk management should be 

based on scientific knowledge, reason and practices. The level of detail contained within the risk 

management process should be reflective of the level of risk to the medical device. Implications 
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for medical device safety and performance, security, traceability and follow up actions should be 

detailed. Risk assessments should be carried out by competent personnel and should be 

reviewed and approved by the relevant responsible personnel. 

It is recommended that companies have a procedure in place and that training is provided to 

staff. All documentation for risk assessments performed should be available to an inspector 

during the course of an inspection. 

 

ISO14971 ‘Medical devices – application of risk management to medical devices’ is the most 

frequently used risk management standard within the medical device industry. Whilste not all 

aspects will be relevant to distributors, there are concepts and methodologies that can be 

applied to medical device distributors. Other standards and risk management tools may be 

equally applicable. 

 

13.3 Non-conformances, investigations and corrective and preventive actions (CAPA) 

 

Non-conformances are deviations from the requirements of the Regulations and/or internal 

procedures. It is recommended that a procedure is A procedure should be in place outlining the 

process for identifying, documenting, investigating and closing non-conformances that occur 

and the timelines involved. An assessment should be performed to determine the medical 

device safety and performance implications and/or impact on the quality system. 

 

It is important to note that distributors should commence the documentation of investigations 

immediately upon a potential non-conformance or incident being identified. Should the 

outcome of an investigation conclude that no non-conformance has occurred, then the 

documentation of the investigation should still be maintained and available to an inspector. An 

example of this may be where an investigation is commenced into stock discrepancies identified 

during stock counts where the outcome of the investigation is the location of the missing stock. 

 

Investigations should aim to identify the root cause of the non-conformance. Corrective and 

preventive actions (CAPAs) may arise as a result of non-conformances, internal audits, 

observations or from other incidents. 

 

A register of non-conformances should be maintained and all investigations, root cause 

identifications and resulting CAPAs documented. CAPAs should be subjected to regular review 

to ensure their full implementation and they should be subject to formal checks of  their 

effectiveness. 

 

The principles of quality risk management should be built into the non-conformance process. 

Each non-conformance should be considered and a decision taken as to whether a risk 

assessment is required. The requirement for a risk assessment to be considered should be 

documented on the non-conformance form. 
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13.4 Validation and qualification  

 

To ensure the robustness of processes and equipment used in the distribution of medical 

devices it is best practice to validate or qualify these systems. Processes should be validated 

where the resulting output cannot be or is not verified by subsequent monitoring or 

measurement. Validation must demonstrate the ability of these processes to achieve planned 

results consistently. All validation exercises should be documented and the scope of the 

validation justified. Validation should be completed prior to the use of the system or process in 

the routine distribution and sale of the medical device (prospective validation). In exceptional 

circumstances, where this is not possible, it may be necessary to validate processes during 

routine distribution (concurrent validation). 

 

Validation of critical processes 

In order to validate a process, the distributor should first clearly describe/map the process 

(including the use of diagrams/flowcharts where relevant). The distributor should identify the 

critical steps within the process. Such steps may include goods-in, storage, order processing and 

dispatch. The distributor may further sub-divide these steps into the critical sub-steps involved 

in each individual process. For example, goods-in may be sub-divided into receipt on-site, 

delivery checking and acceptance, placing of goods into the goods-in area, detailed checking of 

medical devices, medical device acceptance or rejection and finally locating of goods to 

storage/picking/rejection area. 

 

Once the distributor has identified the critical steps, a decision should be taken as to which 

steps require validation (or indeed whether all steps require validation). A risk management 

approach should be applied. Validation of processes should include an entire run through of a 

system from start to completion to ensure that each individual process does not have a negative 

impact on the following process. Records of the results and conclusion of validation and 

necessary actions arising from validation studies should be maintained. 

 

The need for re-validation following a change to a system should be considered. Processes in 

use for some time should also be re-validated at a defined, justifiable period to demonstrate 

that they remain in a validated state.  

 

Computer system validation 

Before a computerised system (relating to distribution processes) is brought into use, it should 

be demonstrated, through appropriate validation or verification studies, that the system is 

capable of achieving the desired results accurately, consistently and reproducibly. The level of 

validation required will depend on the complexity of the system, whether it is a bespoke or ‘off-

the-shelf’ system, and also the level of customisation performed on the system. The distributor 

should examine its systems and decide on the level of validation required using a risk 

management approach. There should be documentation available describing the computerised 

systems in use and the level of validation performed or planned to be performed. Software 

applications should be validated prior to initial use and, as appropriate, after changes.  
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Equipment qualification 

In order to qualify a piece of equipment, a written protocol should be generated outlining how 

the qualification will be conducted. The protocol should describe the piece of equipment along 

with its critical functions and attributes. The protocol should describe how the correct operation 

of these critical functions and attributes will be verified along with acceptance criteria. The 

protocol should be reviewed and approved by the company. 

 

Following completion of the qualification exercise, a report which cross-references the 

qualification and/or validation protocol should be prepared. The report should, summarisinge 

the results obtained, commenting on any non-conformances observed, and drawing the 

necessary conclusions, including recommending changes necessary to correct deficiencies. 

 

13.5 10.5 Outsourced activitesactivities  

 

Technical or contractual agreements should be in place for all outsourced activities relating to 

distribution of medical devices. The technical agreements should at least describe the roles and 

responsibilities of both parties including details as applicable on transportation arrangements, 

receipt of goods, documentation, recalls, returns, customer complaints, suspected falsified 

medical devices, and management of non-conformances and changes. The technical agreement 

serves as a basis for defining the division of activities and responsibilities between the parties. 

However, it is important to highlight that the distributor retains ultimate responsibility for 

ensuring that the operations conducted are compliant with legal requirements. Technical 

agreements and procedures covering delegated activities may be reviewed during the course of 

a HPRA inspection. 

 

10.6 13.6 Internal Auditsaudits 

 

In order to ensure and determine the effectiveness and compliance of the business with its 

quality system and legislation, it is recommended an internal audit or self-inspection 

programme should beis established. To this end, a risk based internal audit plan should be 

prepared that covers all the unit operations carried out in the course of business over a defined 

period of time. Any plan should be realistic and capable of achieving its objectives. Internal 

audits may cover individual unit operations (and be conducted more frequently) or numerous 

operations within their scope. 

 

An internal audit or self-inspection log should also be established to record the scope of any 

internal audits carried out, the outcomes of any internal audit carried out and the actions 

(corrective and preventative) arising from any internal audit carried out. An audit log capturing 

such detail should prove useful with respect to trending the effectiveness of the quality system 

and determining the content of future self-inspection plans. 

 

For all internal audits or self-inspections carried out, a detailed report should be prepared and 

any non-conformances identified should be closed out in a timely manner.  
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14315 FURTHER INFORMATION 

 

For queries on the distribution of medical devices in Ireland, contact the Health Products 

Regulatory Authority at the following address: 

 

Compliance Department 

Health Products Regulatory Authority 

Kevin O’Malley House 

Earlsfort Centre 

Earlsfort Terrace 

Dublin 2 

D02 XP77 

 

Telephone: +353-1-6764971 

Fax: +353-1-6764061 

E mail: compliance@hpra.ie 

 

Information is also available on the HPRA website at www.hpra.ie. 
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APPENDIX 1    FURTHER GUIDANCE  

 

1  Selection of Articles from the Regulations 

 

Article 16 of the Regulations details cases in which obligations of manufacturers apply to 

importers, distributors or other persons as outlined below. 

 

Article 16 (1) 

A distributor, importer or other natural or legal person shall assume the obligations 

incumbent on manufacturers if it does any of the following:  

 makes available on the market a device under its name, registered trade name or 

registered trade mark, except in cases where a distributor or importer enters into 

an agreement with a manufacturer whereby the manufacturer is identified as such 

on the label and is responsible for meeting the requirements placed on 

manufacturers in this Regulation;  

 changes the intended purpose of a device already placed on the market or put into 

service;  

 modifies a device already placed on the market or put into service in such a way 

that compliance with the applicable requirements may be affected.  

 

The first subparagraph shall not apply to any person who, while not considered a 

manufacturer as defined in point (30) of Article 2, assembles or adapts for an individual 

patient a device already on the market without changing its intended purpose. 

 

Article 16 (2) 

For the purposes of point (c) in Article 16 (1), the following shall not be considered to be a 

modification of a device that could affect its compliance with the applicable requirements:  

 provision, including translation, of the information supplied by the manufacturer 

in accordance with section 23 of Annex I, relating to a device already placed on the 

market and of further information which is necessary in order to market the 

product in the relevant Member State;  

 changes to the outer packaging of a device already placed on the market, 

including a change of pack size, if the repackaging is necessary in order to market 

the device in the relevant Member State and if it is carried out in such conditions 

that the original condition of the device cannot be affected by it. In the case of 

devices placed on the market in sterile condition, it shall be presumed that the 

original condition of the device is adversely affected if the packaging that is 

necessary for maintaining the sterile condition is opened, damaged or otherwise 

negatively affected by the repackaging  

 

Article 16 (3) 

A distributor or importer that carries out any of the activities mentioned in points (a) and 

(b) of paragraph 2 shall indicate on the device or, where that is impracticable, on its 

packaging or in a document accompanying the device, the activity carried out together 
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with its name, registered trade name or registered trade mark, registered place of business 

and the address at which it can be contacted, so that its location can be established.  

 

Distributors and importers shall ensure that they have in place a quality management 

system that includes procedures which ensure that the translation of information is 

accurate and up to date, and that the activities mentioned in points (a) and (b) of 

paragraph 2 are performed by a means and under conditions that preserve the original 

condition of the device and that the packaging of the repackaged device is not defective, 

of poor quality or untidy. The quality management system shall cover, inter alia, 

procedures ensuring that the distributor or importer is informed of any corrective action 

taken by the manufacturer in relation to the device in question in order to respond to 

safety issues or to bring it into conformity with this Regulation. 

 

Article 16 (4)  

At least 28 days prior to making the relabelled or repackaged device available on the 

market, distributors or importers carrying out any of the activities mentioned in points (a) 

and (b) of paragraph 16 (2) shall inform the manufacturer and the competent authority of 

the Member State in which they plan to make the device available of the intention to 

make the relabelled or repackaged device available and, upon request, shall provide the 

manufacturer and the competent authority with a sample or mock up of the relabelled or 

repackaged device, including any translated label and instructions for use. Within the 

same period of 28 days, the distributor or importer shall submit to the competent 

authority a certificate, issued by a notified body designated for the type of devices that are 

subject to activities mentioned in points (a) and (b) of paragraph 16 (2), attesting that the 

quality management system of the distributer or importer complies with the requirements 

laid down in paragraph 16 (3). 

 

 

Medical Device Regulation 

 

Article 10(8)  

Manufacturers shall keep the technical documentation, the EU declaration of conformity and, if 

applicable, a copy of any relevant certificate, including any amendments and supplements, 

issued in accordance with Article 56, available for the competent authorities for a period of at 

least ten years after the last device covered by the EU declaration of conformity has been placed 

on the market. In the case of implantable devices, the period shall be at least 15 years after the 

last device has been placed on the market. 

 

Upon request by a competent authority, the manufacturer shall, as indicated therein, provide 

that technical documentation in its entirety or a summary thereof. 

 

A manufacturer with a registered place of business outside the Union shall, in order to allow its 

authorised representative to fulfil the tasks mentioned in Article 11(3), ensure that the 

authorised representative has the necessary documentation permanently available.  
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Article 10(11)  

Manufacturers shall ensure that the device is accompanied by the information set out in Section 

23 of Annex I in an official Union language(s) determined by the Member State in which the 

device is made available to the user or patient. The particulars on the label shall be indelible, 

easily legible, clearly comprehensible to the intended user or patient. 

 

Article 13(3)  

Importers shall indicate on the device or on its packaging or in a document accompanying the 

device their name, registered trade name or registered trade mark, their registered place of 

business and the address at which they can be contacted, so that their location can be 

established. They shall ensure that any additional label does not obscure any information on the 

label provided by the manufacturer. 

 

IVD Regulation 

 

Article 10(7)  

Manufacturers shall keep the technical documentation, the EU declaration of conformity and, if 

applicable, a copy of the relevant certificate, including any amendments and supplements, 

issued in accordance with Article 51, available for the competent authorities for a period of at 

least ten years after the last device covered by the EU declaration of conformity has been placed 

on the market. 

 

Upon request by a competent authority, the manufacturer shall, as indicated therein, provide 

that technical documentation in its entirety or a summary thereof. 

 

A manufacturer with a registered place of business outside the Union shall, in order to allow its 

authorised representative to fulfil the tasks mentioned in Article 11(3), ensure that the 

authorised representative has the necessary documentation permanently available. 

 

Article 10(10)  

Manufacturers shall ensure that the device is accompanied by the information set out in Section 

20 of Annex I in an official Union language(s) determined by the Member State in which the 

device is made available to the user or patient. The particulars on the label shall be indelible, 

easily legible and clearly comprehensible to the intended user or patient.  

 

The information supplied in accordance with Section 20 of Annex I with devices for self-testing 

or near-patient-testing shall be easily understandable and provided in the official Union 

language(s) determined by the Member State in which the device is made available to the user 

or patient. 

 

Article 13(3)  

Importers shall indicate on the device or on its packaging or in a document accompanying the 

device their name, registered trade name or registered trade mark, their registered place of 
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business and the address at which they can be contacted, so that their location can be 

established. They shall ensure that any additional label does not obscure any information on the 

label provided by the manufacturer. 

 

2  Field safety corrective actions 

 

An incident report can lead to the need for a Field Safety Corrective Action (FSCA) to be 

taken. An FSCA is an action taken by a manufacturer to reduce a risk of death or 

serious deterioration in the state of health associated with the use of a medical device 

that is already placed on the market. An FSCA can result in: 

the return or recall of a medical device to the supplier or manufacturer 

modification of the medical device 

modification to the clinical management of patients  

exchange of the medical device 

destruction of the medical device 

retrofit by the purchaser of the manufacturer’s modification or design change 

advice or a Field Safety Notice (FSN) given by the manufacturer regarding the use of the 

device (e.g. where the device is no longer on the market or has been withdrawn but 

could still possibly be in use as in the case of implants, or where there is a change in 

analytical sensitivity or specificity for diagnostic devices) 

  

Distributors should note that a device modification can include permanent or temporary 

changes to the labelling or instructions for use, software upgrades including those 

carried out by remote access and advice relating to a change in the way the device is 

used (e.g. when an IVD manufacturer advises of a revised quality control procedure 

such as the use of third party controls or more frequent calibration or modification of 

control values for IVDs). 

 

It is the manufacturer’s responsibility under the legislation to inform Member States of an 

FSCA. An FSN is a communication sent by a manufacturer to users or customers 

(including distributors) in relation to an FSCA. Nonetheless, a documented procedure 

for handling FSCAs notified by the manufacturer should be in place. In addition, the 

system established should be capable of handling the reporting of FSCAs where the 

distributor is responsible for initiating or reporting an FSCA. The document should 

clearly outline the various responsibilities with respect to the planning, conducting 

and reporting of the corrective action taken. The procedure should also clearly 

stipulate that the HPRA should be notified before any FSCA is undertaken and/or 

communicated onward.  

 


