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1. PURPOSE – SCOPE
The purpose of this procedure is to establish the process used by [Manufacturer Name] to inform the following of interruption or discontinuation of supply of all models or types of devices placed on the European Economic Area (EEA), Northern Ireland, and Turkish markets (hereafter referred to collectively as “Europe”). This applies where it is reasonably foreseeable that such supply interruption or discontinuation could result in serious harm or a risk of serious harm to patients or public health in one or more Member States:
· Economic operators (EOs), health institutions and healthcare professionals to whom [Manufacturer Name] directly supplies the devices;
· Competent Authority (CA) of the Member State where the [[Manufacturer Name] (if located in Europe) OR [Manufacturer Name]’s Authorized Representative (EC-REP) (if located outside Europe)] is established.
Potential reasons for anticipated interruption or discontinuation within the scope of this procedure include (non-exhaustive list of potential reasons):
· Regulatory (e.g. Non-compliance with [MDR / IVDR] transitional provisions, delay in [MDR / IVDR] certification or decision to not pursue such certification)
· Manufacturing (e.g. Device performance reasons)
· Supply chain (e.g. Shortage of, or inability to obtain, raw materials or components)
· Other (e.g. Marketing or business reasons, unpredicted major event beyond manufacturer control)
This procedure is applicable for devices CE marked under the [MDR / IVDR], as well as any [MDD / AIMDD / IVDD] legacy devices placed on the European market in accordance with the transitional provisions of the regulations. [Remove the above sentence if no legacy devices. Delete the text highlighted in blue in entirety.]
[NOTE: If the manufacturer manufactures custom-made devices, the following phrase should be included – otherwise it should be deleted. Delete the text highlighted in blue in entirety.] This procedure does not apply to custom-made devices manufactured by [Manufacturer Name].
This procedure does not apply where [Manufacturer Name]:
· replaces the device subject to the supply interruption or discontinuation with a successor device that covers a similar intended purpose and is intended to be used alternatively; or
· has a stockpile to serve the demand during an interruption or to bridge the time until the availability of the impacted device and/or successor device; or
· has received information from health institutions or healthcare professionals that no serious harm or a risk of serious harm to patients or public health would occur from a device discontinuation or supply interruption, e.g., due to the availability of a suitable alternative device which has been confirmed to respond to the expected demand.
2. REFERENCE DOCUMENTS
NOTE: Internet links described below may be subject to change by the entities responsible for managing document access / availability, however all document references are maintained up to date in accordance with internal change control procedures.
2.1. EXTERNAL
2.1.1. Council Directive 90/385/EEC of 20 June 1990 on the approximation of the Member States relating to active implantable medical devices (AIMDD)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A31990L0385 [Remove this reference if no AIMDD legacy devices. Delete the text highlighted in blue in entirety.]
2.1.2. Council Directive 93/42/EEC of 14 June 1993 concerning medical devices (MDD)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01993L0042-20071011
[Remove this reference if no MDD legacy devices. Delete the text highlighted in blue in entirety.]
2.1.3. Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices (IVDD)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A01998L0079-20120111
[Remove this reference if no IVDD legacy devices. Delete the text highlighted in blue in entirety.]
2.1.4. EU-Turkey Customs Union Agreement in the Field of Medical Devices (March 2022)
https://health.ec.europa.eu/document/download/7907ec70-0b6c-4c27-aeb7-b1c51dbf9105_en?filename=md_eu-turkey_customs-union_en.pdf
2.1.5. The Windsor Framework (Northern Ireland)
https://www.gov.uk/government/publications/the-windsor-framework
2.1.6. MDCG 2024-16 Manufacturer Information Form on Interruption or Discontinuation of Supply of certain medical devices and certain in vitro diagnostic medical devices (as per Article 10a of Regulation (EU) 2024/1860 amending Regulation (EU) 2017/745 and Regulation (EU) 2017/746)
https://health.ec.europa.eu/document/download/919061d9-5dfa-4d0b-ab9b-3543eed98f76_en?filename=md_mdc-2024-16_en.pdf
2.1.7. Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices (Latest consolidated version) (MDR)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0745-20240709 [Remove this reference if MDR is not applicable. Delete the text highlighted in blue in entirety.]
2.1.8. Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices (Latest consolidated version) (IVDR)
https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX%3A02017R0746-20240709 [Remove this reference if IVDR is not applicable. Delete the text highlighted in blue in entirety.]
2.1.9. Regulation (EU) 2024/1860 of the European Parliament and of the Council of 13 June 2024 amending Regulations (EU) 2017/745 and (EU) 2017/746 as regards a gradual roll-out of Eudamed, the obligation to inform in case of interruption or discontinuation of supply, and transitional provisions for certain in vitro diagnostic medical devices
https://eur-lex.europa.eu/eli/reg/2024/1860/oj
2.1.10. The Information Obligation in Case of Interruption or Discontinuation of Supply of Certain Medical Devices and In Vitro Diagnostic Medical Devices, Rev. 1 (December 2024)
https://health.ec.europa.eu/document/download/b431b10f-8512-4f47-9191-e1b84b2f9a27_en?filename=mdr_qna-article10a_mdr-ivdr_en.pdf
2.2. INTERNAL
[NOTE: The following internal document references should be revised according to the manufacturer’s QMS procedures in place. Delete the text highlighted in blue in entirety.]
2.2.1. [Document & Record Control Procedure Reference # & Title]
2.2.2. [Risk Management Procedure Reference # & Title]
2.2.3. [Supplier Control Procedure Reference # & Title OR Economic Operator Control Procedure Reference # & Title]
2.2.4. [Corrective Action & Preventive Action Procedure Reference # & Title]
2.2.5. [EU Regulatory Compliance Procedure Reference # & Title]
2.2.6. [Others, as applicable within Manufacturer’s QMS]
3. DEFINITIONS
3.1. “Anticipation”, in the context of “interruption of supply” or “discontinuation of supply” means the manufacturer confirms that an interruption or discontinuation of a device supply will occur. This ‘confirmation’ includes 1) the analysis of the problem or business decision at hand, 2) the evaluation of mitigation measures in operations and in the supply chain, as well as 3) the development of appropriate communication strategies for stakeholders to be addressed. “Anticipation” of the interruption or discontinuation of supply is limited to the manufacturer’s:
· confirmation of its own supply, based on its manufacturing activities or, information received from third parties e.g. critical suppliers; or
· confirmation of its own capabilities to produce the device; or
· its own decision to stop placing the device on the European market.
3.2. “At least six months” means the manufacturer should inform at a minimum 6 months in advance. However, the manufacturer can, and is encouraged to, inform of interruptions or discontinuations earlier in time where possible, following its assessment and confirmation. This is especially encouraged in the case of a planned discontinuation.
3.3. “Discontinuation of supply” includes when a manufacturer can confirm that it will cease the supply of a device and, therefore, no longer places the individual devices of this model or type on the European market.
3.4. “Exceptional circumstances” means circumstances when a manufacturer if unable to anticipate or confirm a supply interruption or discontinuation at least 6 months in advance of its onset. This may include cases where the interruption or discontinuation occurs due to sudden and unexpected external or internal circumstances. For example, a natural disaster, an interruption due to a sudden inability to obtain raw materials or components, or a discontinuation due to unexpected circumstances, including of an economic or financial nature.
3.5. “Interruption of supply” means the consequence of a manufacturer confirming that they cannot or are unwilling to operate as previously intended or planned, in relation to the supply of a device, which can lead to a temporary disruption of supply.
3.6. “Interruption or discontinuation that may result in serious harm or a risk of serious harm to patients or public health” means that the potential consequence of the interruption or discontinuation of supply of a manufacturer’s device, is such that a particular diagnosis method or patient therapy may not be available in one or more Member States. Further, that this non-availability of the particular diagnosis method or patient therapy, may result in “serious harm or risk of serious harm to patients or public health”. Cases where ‘non-availability’ may result in ‘serious harm or a risk thereof’ include where patients face:
· an imminent risk of death; or
· a serious deterioration of patient health; or
· a life-threatening condition
and for which no suitable alternative diagnosis method or therapy (including, but not limited to, pharmaceutical therapy) is available.
3.7. “Member State” means a member state of the EEA, which comprising the 27 countries of the European Union (Austria, Belgium, Bulgaria, Croatia, Republic of Cyprus, Czech Republic, Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherland, Poland, Portugal, Romania, Slovakia, Slovenia, Spain, and Sweden), three of the EFTA states (Iceland, Liechtenstein, and Norway), as well as Northern Ireland and Turkey.
3.8. “Serious harm or risk of serious harm to patients or public health” means any serious injury to patients or threat to public health that occurs, or where there is a significant probability of this occurring.
It should be noted that serious harm can also be due to the inability of a healthcare professional to deliver a specific medical treatment due to interruption or discontinuation in the supply of a device.
3.9. “Without undue delay” means acting, as soon as possible, and without any delay that is intentionally or negligently caused by the EO, that will allow for the rapid further distribution of information following receipt from upstream suppliers, to ensure that downstream actors are informed in a timely manner and can prepare any mitigating measures.
4. ABBREVIATIONS / ACRONYMS
4.1. AIMDD: Council Directive 90/385/EEC of 20 June 1990 on the approximation of the Member States relating to active implantable medical devices [Remove this reference if no AIMDD legacy devices. Delete the text highlighted in blue in entirety.]
4.2. CA: Competent Authority
4.3. CAPA: Corrective Action & Preventive Action
4.4. EC-REP: EU Authorized Representative
4.5. EEA: European Economic Area
4.6. EFTA: European Free Trade Association
4.7. EO: Economic Operator
4.8. EU: European Union
4.9. IVDD: Directive 98/79/EC of the European Parliament and of the Council of 27 October 1998 on in vitro diagnostic medical devices [Remove this reference if no IVDD legacy devices. Delete the note highlighted in blue in entirety.]
4.10. IVDR: Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro diagnostic medical devices (Latest consolidated version) [Remove this reference if IVDR is not applicable. Delete the note highlighted in blue in entirety.]
4.11. MDCG: Medical Device Coordination Group
4.12. MDD: Council Directive 93/42/EEC of 14 June 1993 concerning medical devices [Remove this reference if no MDD legacy devices. Delete the note highlighted in blue in entirety.]
4.13. MDR: Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices (Latest consolidated version) [Remove this reference if MDR is not applicable. Delete the note highlighted in blue in entirety.]
4.14. MIF: Manufacturer Information Form
4.15. PRRC: Person Responsible for Regulatory Compliance
4.16. RMF: Risk Management File
5. RESPONSIBILITIES
5.1. The PRRC and [Job Title] are responsible for maintaining this procedure in a current state and ensuring compliance with applicable regulatory requirements.
5.2. [Manufacturer Name] top management are responsible for informing the PRRC and [Job Title] of any decision to discontinue [Manufacturer Name] device supply within the scope of this procedure without undue delay. Only [Manufacturer Name] top management is authorized to decide to discontinue the supply of any [Manufacturer Name] devices.
5.3. All [Manufacturer Name] personnel are responsible for informing the PRRC and [Job Title] of any potential interruption in [Manufacturer Name] device supply within the scope of this procedure without undue delay.
5.4. The [Manufacturer Name] Device Supply Interruption / Disruption Committee, comprising [Job Titles in this committee which should include the PRRC], is responsible for:
· Assessing anticipation of the potential interruption or discontinuation in [Manufacturer Name] device supply (i.e. confirmation of occurrence of interruption or discontinuation);
· Assessing whether the interruption or discontinuation in the supply of the device may result in serious harm to patients or public health;
· Ensuring that the PRRC and [Job Title] have reported anticipated interruption or discontinuation in [Manufacturer Name] device supply in accordance with Section 5.7 of this procedure.
· Oversight of activities performed by internal stakeholders in accordance with Section 6.7 of this procedure.
· Oversight of internal and external stakeholders involved in the resolution of interruption in [Manufacturer Name] device supply, as necessary.
5.5. The PRRC and [Job Title] are responsible for ensuring that quality agreements and/or contracts in place with EOs include provisions establishing the roles and responsibilities for:
· an appropriate level of traceability of devices and identification of upstream and downstream suppliers; and
· communication to the following (as applicable) of interruption or discontinuation of supply of all models or types of [Manufacturer Name] devices within the scope of this procedure:
· Importers
· Distributors
· System and Procedure Pack Producers
· EC-REP [Remove this reference if manufacturer is established in Europe. Delete the note highlighted in blue in entirety.]
· CA 
· Healthcare professionals and health institutions
5.6. The PRRC and [Job Title] are responsible for ensuring that there are appropriate levels of traceability of [Manufacturer Name] devices and that [Manufacturer Name] is able to identify its upstream and downstream suppliers.
5.7. The PRRC and [Job Title] are responsible for ensuring that quality/supply agreements and/or contracts in place with suppliers that provide products and/or services that have the potential to interrupt or disrupt supply of [Manufacturer Name] devices include provisions establishing: 
1) the responsibilities of the supplier to inform [Manufacturer Name] of any supply interruption or disruption, and 
2) in a timely manner that allows [Manufacturer Name] to comply with the reporting requirements established in this procedure.
5.8. Where [Manufacturer Name] has an obligation to report interruption or discontinuation in device supply in accordance with the [MDR / IVDR] and this procedure, the PRRC and [Job Title] are responsible for 1) informing the CA where the [[Manufacturer Name] is established (if manufacturer is located inside Europe) OR  [Manufacturer Name]’s EC-REP is established (if manufacturer is located outside Europe)] and 2) any downstream EOs of this interruption or discontinuation in supply. This must be reported at least six months in advance, or without undue delay under exceptional circumstance.
6. PROCEDURE
6.1. [Manufacturer Name] top management shall communicate any decision to discontinue any [Manufacturer name] device supply within the scope of this procedure without undue delay to the PRRC and [Job Title]. An example of a reason for such discontinuation of supply is a decision by the manufacturer to stop marketing the device in Europe. Such information shall be communicated in writing.
6.2. Any [Manufacturer Name] personnel that become aware of any information that could indicate potential interruption in [Manufacturer name] device supply shall share this information with the PRRC and [Job Title] without undue delay. Such information shall be communicated verbally or in writing.
6.3. After receiving the information described under Section 6.1 or Section 6.2, the PRRC and/or [Job Title] shall share this information with all members of the Device Supply Interruption / Disruption Committee and schedule a meeting of the Device Supply Interruption / Disruption Committee for assessment, without undue delay.
NOTE: In the event that information related to an already identified potential interruption or disruption covered by Section 6.1 or Section 6.2 is received by the PRRC and/or [Job Title], there is no need for additional meetings beyond those already scheduled.
6.4. Prior to, or during, the Device Supply Interruption / Disruption Committee meeting scheduled in accordance with Section 6.3, a CAPA shall be raised by the committee in accordance with [Corrective Action & Preventive Action Procedure Reference # & Title].
NOTE: A determination shall be made in this meeting as to whether the discontinuation or interruption in device supply could result in serious harm or a risk of serious harm to patients or public health in one or more Member States. This determination shall be recorded in the CAPA. When making this determination, the Device Supply Interruption / Disruption Committee:
· shall consider the factors described under Section 9.1 of ‘The Information in Case of Interruption of Discontinuation of Supply of Certain Medical Devices and In Vitro Diagnostic Medical Devices’, Rev 1 (December 2024); and
· may consider the indicators described under Section 9.2 of ‘The Information in Case of Interruption of Discontinuation of Supply of Certain Medical Devices and In Vitro Diagnostic Medical Devices’, Rev 1 (December 2024) and any other indicators that the committee deem to be relevant for the assessment.
6.5. Where the committee determines that the discontinuation or interruption in device supply could result in serious harm, or a risk of serious harm to patients or public health in one or more Member States, an initial copy of the Manufacturer Information Form (MIF) (MDCG 2024-16) is initiated by the committee. It shall include the following information (as indicated in MDCG 2024-16):
· Name of the CA to which the initial MDCG 2024-16 form will be sent
· Date of information in the MDCG 2024-16 form
· Submitter of the report (Manufacturer, EC-REP (if mandated to act on the manufacturer’s behalf), or Other Entity (if acting on behalf of the manufacturer)
· Manufacturer information
· EC-REP information (if applicable)
· Other entity information (if applicable)
· Medical device information
· Description of the interruption or discontinuation of supply
· Additional information on interruption or discontinuation of supply (voluntary)
NOTE: Where MDCG 2024-16 indicates that information is ‘voluntary’ such information is not mandatory, however all other information shall be provided.
6.6. Where the Device Supply Interruption / Disruption Committee is unable to complete all mandatory fields in the MIF (MDCG 2024-16) in the initial meeting, responsibilities for obtaining information necessary for form completion shall be assigned and follow-up meetings scheduled, as necessary.
NOTE: The committee must ensure that the initial MIF (MDCG 2024-16) is: 
1) completed without undue delay, and 2(a)) in a manner that allows for communication to all relevant parties at least six months prior to the anticipated interruption or disruption of device supply, or 2(b)) without undue delay, under exceptional circumstances.
6.7. Regardless of whether the interruption or discontinuation in device supply could result in serious harm, or a risk of serious harm to patients or public health in one or more Member States, the following actions are assessed by the committee during the scheduled meeting:
6.7.1. Communication of the anticipated interruption or discontinuation of device supply to the Risk Management Team responsible for the Risk Management File (RMF) of the device family concerned, for planning of risk management activities in accordance with [Risk Management Procedure Reference # & Title]. 
If it is determined in the meeting that such communication is necessary, following the meeting, the Risk Management Team shall: 
1) assess the impact of the supply interruption or discontinuation on the relevant RMFs, and 
2) update the RMFs as necessary ensuring that all updates are communicated to the Device Supply Interruption / Disruption Committee. 
In the case of supply discontinuation, this includes End-of-Life risk management activities covered in the relevant Risk Management Plan.
6.7.2. Communication of the anticipated interruption or discontinuation of device supply to the [Logistics / Production Planning Manager (or equivalent)]. 
Where there is a determination in the meeting that such communication is necessary, following the meeting, the [Logistics / Production Planning Manager (or equivalent)] shall assess the impact of the anticipated interruption or discontinuation of supply on logistics / production planning and prepare a plan for addressing any such impacts. The results of this impact assessment and corresponding plan shall be shared with the Device Supply Interruption / Disruption Committee.
6.7.3. Communication of the anticipated interruption or discontinuation of device supply to the [Marketing Manager (or equivalent)]. 
If it is determined in the meeting that such communication is necessary, following the meeting: 
1) the [Marketing Manager (or equivalent)] shall assess the need for a user and/or patient communication strategy regarding the anticipated interruption or discontinuation of supply, and 
2) the preparation of any such strategy. 
Any such prepared strategy shall be reviewed and approved by the PRRC and [Quality / Regulatory Manager (or equivalent)] and shall not be changed without approval by these individuals. Copies of all such strategies and assessments supporting the need for such strategies shall be communicated to the Device Supply Interruption / Disruption Committee.
6.7.4. Communication of the anticipated interruption or discontinuation of device supply to the [Quality / Regulatory Manager (or equivalent)]. 
If it is determined in the meeting that such communication is necessary, following the meeting: 
1) the [Quality / Regulatory Manager (or equivalent)] shall determine all EOs and CAs to whom the anticipated interruption or discontinuation of device supply shall be communicated, and 
2) which EOs have reporting obligations under the [MDR / IVDR]. 
Additionally, the [Quality / Regulatory Manager (or equivalent)] shall: 
1) assess the regulatory impact of the anticipated interruption or discontinuation of device supply, and 
2) provide the Device Supply Interruption / Disruption Committee with a copy of this regulatory impact assessment, along with proposed actions to address any such impacts. 
Regulatory impacts may include the following (non-exhaustive list):
· Device registration / notification / marketing authorization;
· Retention periods for relevant documentation;
· Communication with EOs and Notified Body.
6.8. The CAPA raised by the Device Supply Interruption / Disruption Committee for the anticipated interruption or discontinuation of device supply includes, and addresses, all of the deliverables provided by the corresponding internal stakeholders described in Sections 6.7.1 – 6.7.4. Copies of the completed deliverables will be annexed to the raised CAPA.
6.9. Monitoring and follow-up of the activities performed by the respective internal stakeholders described in Sections 6.7.1 – 6.7.4. Monitoring and follow-up activities shall be recorded in the raised CAPA by the Device Supply Interruption / Disruption Committee for the anticipated interruption or discontinuation of device supply.
6.10. When the initial MIF (MDCG 2024-16) has been completed, the PRRC or [Job Title] shall submit the completed form to: 1) the CA where the [Manufacturer Name] is established (if located inside Europe) OR  [Manufacturer Name]’s EC-REP is established (if located outside Europe)], and 2) any downstream EOs of this interruption or discontinuation in supply at least six months in advance, or without undue delay under exceptional circumstance.
A copy of the completed initial MIF (MDCG 2024-16) shall be annexed to the raised CAPA.
[NOTE: In the event the manufacturer has an EC-REP, this section should clearly establish who has the obligation to report to the CA where the EC-REP is located. If the EC-REP is responsible, this should be explicitly documented in the Mandate. Delete this NOTE in entirety.]
6.11. In the event of any relevant changes to the submitted MIF (MDCG 2024-16), the PRRC or [Job Title] may voluntarily inform [the CA / its EC-REP (if EC-REP is mandated to report)] of any relevant changes to the submitted form by sending an updated form, indicating either 'additional information' or 'follow-up information', reflected as voluntary in section 1, sub-section 'type of information' of the MIF (MDCG 2024-16). When using either option, the submitter should specify which sections of the form have been modified, e.g., Section 2, sub-section 'X'.
Copies of any 'additional information' or 'follow-up information' MIFs shall be annexed to the raised CAPA.
6.12. Once the initial activities covered by Sections 6.7.1 – 6.7.4 have been completed, the Device Supply Interruption / Disruption Committee will manage the interruption or discontinuation of device supply in accordance with process established in [Corrective Action & Preventive Action Procedure Reference # & Title]. They will further ensure that all relevant information and records are included and/or annexed to the raised CAPA in accordance with that procedure.
7. QUALITY RECORDS
7.1. Copies of the following shall be maintained and retained according to [Document & Record Control Procedure Reference # & Title]:
7.1.1. CAPA records, including all relevant annexes
7.1.2. Submitted MIFs (MDCG 2024-16)
7.1.3. RMF records
