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	1. Purpose
In accordance with MDR 2017/745 and Meddev2.12-1, this procedure document is specially formulated to control the operation of the warning system in order to effectively identify the quality accidents of the products and control the operation of the warning system.
2. Scope
It is applicable to all products with CE mark occurring in the world quality accidents.
The company has the responsibility obligation to inform the national legal institution of the quality accidents.
Responsibilities

{职责}
（参考案例：3.1   Authorized representative of the EU
When receiving the company's initial quality accident investigation report, <Field Safety Corrective Action>, site safety notice, final quality accident investigation report and manufacturer accident report, the national competent authorities of the EU shall be informed in time;
3.2   General Manager
  Responsible for organizing investigation, evaluation, release notice and final decision of recalled products.
3.3   Management representative
Organize the identification of the feedback quality accidents and timely transmit the accidents and corrective measures to the authorized representative of the EU.
3.4   Quality department

Organize and implement corrective measures and control quality documents;

3.5   R & D department

Responsible for organizing the implementation of the technical aspects of the products and collecting relevant information.

3.6   Business department

Collect the information of the quality accident, feedback the information to the relevant functional department of the company, feedback the corrective measures taken by the company to the customer, and keep the sales records of the products.
3.7   All employees of the company (including customers, EU representatives, etc.) must understand the basic contents of this procedure.）
4. Working procedure
4.1 Definition
4.1.1    <Field Safety Corrective Action>: measures taken by the company to reduce the death and serious health damage caused by the use of listed medical devices. These measures are communicated through market safety notices.
4.1.2    Market safety notice: Notice of <Field Safety Corrective Action> issued by the company or its representative to customers and / or users.
4.1.3    Authorized representative of the EU: any natural person or legal person incorporated in the EU shall, with the express authorization of the company, conduct activities, receive the contact between the authorities and relevant institutions in the EU instead of the responsibility of the company under the directive.
4.1.4    Abnormal use: an operation issued by the operator or user of medical devices or ignoring the operation, which is beyond the method of risk control of the company.
4.1.5    Error in use: omission of operation or operation of medical devices, resulting in different situations from expected results of the company or operator.
4.1.6    Damage: physical injury or damage to human health, or loss to property and environment.
4.1.7    Immediate: refers to the delay without any justifiable reason.
4.1.8    Accident: any failure, damage to product performance, characteristics, or insufficient labeling and instruction, which directly or indirectly results in or may cause death of patients, users or other persons, or seriously damage their health.
4.1.9    Indirect damage: some diagnostic instruments and all in vitro diagnostic reagents do not directly affect the human body. The harm may be the result of the medical decision, the measures taken according to the information and results provided by the device or the failure to take the measures.
4.1.10   Serious public health threat: any significant type of threat that results in the imminent death, serious health damage or the need for emergency medical measures, which may include:
Especially serious and unpredictable circumstances, it is advisable to alert as potential public hazards,  The identified persons of these accidents may be the competent national authority or manufacturer.
The possibility of the same type of death occurring over a period of time.
4.1.11   Users: health service institutions, professionals, medical staff or patients who use or maintain medical devices.
4.1.12   Customer: the use, operation and maintenance personnel of the device, including patients, users or other relevant personnel.
4.2 Abbreviations
4.2.1.NCA (national competition authority): national competent authority
4.2.2.NCAR (national competition authority report): report of national competent authority
4.2.3.FSCA (field safety corrective action): field safety corrective action
4.2.4.FSN (<Field Safety Notice>): market security notice
4.2.5.EEA (European Economic Area): European Economic Zone
4.2.6.EC (the European Commission): Council of Europe
4.2.7.NB (notified body): Bulletin body
4.2.8.CAPA (corrective and preventive action): corrective and preventive actions
4.2.9.MDR (medical devices regulation): medical device regulations
4.2.10.Global harmony Task Force: global coordination working group
4.3 Identification of accidents
4.3.1  Whether the company products are involved in the accident;
4.3.2  Whether the accident is caused by or may be caused by the company products.
4.4 Transmission of quality accidents
4.4.1 The sales department, authorized representative of EU and customers of the company will deliver detailed and accurate information of quality accidents to management representatives;
4.4.2 The management representative will organize relevant personnel to investigate the sales department or authorized representative of EU or the information feedback from customers to decide whether to use the feedback information as a quality accident to start the company warning system on products;
4.4.3 The General Manager shall organize relevant departments to identify the types of accidents, organize relevant personnel to collect relevant information of quality accidents and conduct preliminary technical evaluation for the accidents.
4.5   The accident standards that the company must report to the competent authorities
4.5.1 Any even be regarded as an accident per MDR. The accident must be approved by the General Manager. The relevant functional departments shall inform the relevant competent authorities and certified public information institutions according to the requirements of the "advisory notice operation instruction" and this procedure document, and fill in and issue the market safety notice, and formulate the "on-site safety correction and correction". The measures shall be reported to the General Manager for approval.
4.5.2 Site safety notices shall be able to identify: the devices involved, in particular including relevant UDI and published product identification, especially including SRN, and manufacturer site safety notice to implement <Field Safety Corrective Action> shall clearly describe the cause of the recall, such as product failure, risks associated with patients or users or other persons, and clearly identify the actions to be taken by users.
4.5.3 The first includes: device performance testing, inspection of information provided with the device, or any scientific information indicating that some existing factors may or have caused the occurrence of accident conditions, resulting in death or unexpected serious health damage accidents, or serious public health threats to patients or users or other persons.
Typical cases include, but are not limited to:
A) Failure or performance parameter damage (failure or damage can be understood as failure to achieve the intended purpose when used according to the company instructions;
B) The results of false negative and false positive test fall outside the declared test performance;
C) Unexpected adverse reactions, or unexpected side effects;
D) React with other substances or products;
E) Degradation or destruction of the device;
F) Incorrect treatment;
G) The inaccuracy of labels, instructions or / or promotional materials, including omission or invalidity, and omission of what should be known to all due to implication.
4.5.4  The second condition includes: the causes of the accident may be caused by the company products, which may cause death or unexpected serious health damage accident or serious public health threat to the patient or user or other personnel.
In determining the connection between the device and the accident, the company will consider:
A) The opinion formed by health experts based on available evidence;
B) The initial assessment conclusion of the company for the accident;
C) Evidence of similar accidents before;
D) Other evidence held by the company.
When multiple products of the company are involved or have the combination of drugs and weapons, it may be difficult to get the conclusion. In complex circumstances, the company will assume that the products of the company may cause or promote the occurrence of accidents, and bear the fault liability in the warning.
4.5.5 The third situation includes: the company shall bear the relevant responsibilities in case of one of the following consequences.
A) To kill a patient, user, or other person;
B) Seriously damaging the health of users, patients or others. It may include:
a) Life threatening diseases;
b) Permanent loss of body function or permanent damage to body structure;
c) The occurrence of a and B above must be avoided by medical or surgical means (such as the increase in clinical aspects during surgery or the need for hospitalization or obvious extension of hospitalization time);
d) Any indirect or indirect damage shall be the result of obtaining an incorrect IVD test result according to the company instructions;
e) Fetal defect, fetal death or any abnormal pregnancy or birth defect.
4.6   After the quality accident, the General Manager must organize relevant personnel to collect and prepare relevant quality accident information:
a) The preliminary assessment results of the company for the accident;
b) Other evidences and relevant information of the accident mastered by the company;
c) Evidence of similar accidents in other companies before;
d) The opinion of a medical expert or doctor (based on the evidence obtained);
e) Failure or deterioration of product function or performance;
f) If the product fails or degrades its function or performance, but it may cause an accident due to a certain feature, it shall be reported as other accident situation;
g) Any inaccuracy, omission or deficiency in the product instruction manual.
The above information must be reported to the relevant competent authority together with the manufacturer accident report.
4.7 Time limit of accident report of the company:
a) Serious public health threat: within 2 days of awareness of the threat, the corresponding competent authorities must be informed;
b) Death or unexpected serious health damage: it is necessary to inform the appropriate competent authority within 10 days of the realization of the serious event;
c) Any serious event shall be notified to the appropriate competent authority within 15 days after the serious event is realized;
d) When it is not possible to determine its reportability, an initial investigation report on quality accidents shall be submitted within the corresponding time limit.
4.8 The company does not need to report the product in the medical device warning system
4.8.1  The company product defects are discovered by the user before use, but the user shall not be exempted from the responsibility of reporting to the company in this case;
4.8.2 An accident caused by the condition of the patient. These conditions have already existed or occurred in the process of using the device or the products of the company have proved to have achieved the intended use;
4.8.3 Products of the company used in excess of service or shelf life;
4.8.4 In case of error or accident, the protective measures of the company products shall be in normal operation and effective;
4.8.5 Products with side effects that the company has expected and foreseen;
4.8.6 The possibility of negligible death or serious damage to health.
4.9 Implementation of control process
4.9.1 After the accident, the management representative shall inform the authorized representative of the EU in time; the authorized representative of the EU shall report the accident to the competent authorities of the country where the accident occurred;
4.9.2 Under the organization of the General Manager, relevant personnel must collect the exact information within the specified time;
4.9.3 The manufacturer accident report shall be completed by the management representative and the corresponding competent authority shall be notified through the authorized representative of the EU;
4.9.4 Unless immediate site safety corrective action is required in case of emergency, the manufacturer shall take <Field Safety Corrective Action> after reporting the <Field Safety Corrective Action>.
4.10 Form of report notification
4.10.1 If the accident occurs in EEA , the company shall take the <Field Safety Corrective Action> and submit the site safety notice to the competent authorities in the country where the quality accident is located;
4.10.2 If the accident occurs outside EEA, the company shall take the <Field Safety Corrective Action> and report to the competent authorities in the place where the quality accident is located; where applicable, the equipment with high risk shall also be reported to the competent authorities of the countries where the EU authorized representative is located.
4.10.3 Where appropriate, the EU authorized representative and other agency representatives shall be informed of the quality accident under the alert system, and the certification public notice authority shall also be notified.
4.11 Investigation of the final quality accident
4.11.1 Based on the initial report, the General Manager shall organize further investigation and evaluation of the accident, including risk assessment of the incident and <Field Safety Corrective Action>, and the relevant functional departments shall report the progress of accident investigation to the competent authorities in time in accordance with the <Control procedure of advisory notice> and the procedures;
4.11.2 If the company is unable to investigate the quality accident, it shall inform the competent authority in time without delay.
4.12 Final corrective and preventive measures
4.12.1 The company shall form the final quality accident investigation report according to the conclusion of the final investigation, fill in the manufacturer accident report, take necessary corrective and preventive measures according to the on <Field Safety Corrective Action> proposed by the company, and decide to implement product recall and other measures through consultation with the competent authorities;
4.12.2 The management representative completes the final quality accident investigation report and manufacturer accident report with the help of the authorized representative of the EU, which includes the conclusion of the final investigation and the corresponding measures taken, and the authorized representative of the EU shall report to the competent authority; when applicable, report to the certification announcement authority.
4.12.3 The measures shall include the following aspects:
a) The reasons for not taking any corrective and preventive measures;
b) To detect and track the products that have been put on the market;
c) Provide information to users, such as issuing Advisory notices;
d) Take improvement measures for future products;
e) Take corrective measures for products already put on the market;
f) Recall of products.
4.13 Contact method with authorized representative of EU
4.13.1 The management representative is responsible for the contact with the authorized representative of the EU. In order to ensure the timely and effective transmission of the company documents and information with the authorized representative of the EU, it is necessary to pay attention to the change of its address and telephone number at all times.
4.13.2 The quality department and R & D department are responsible for notifying the authorized representative of the EU within 10 working days of the change of relevant CE technical documents and quality documents or such documents that need to be formally transmitted.
4.13.3 Responsibilities of EU authorized representative
a) Be responsible for registering the CE marked products with the company with the competent authorities in the country where they are located;
b) Keep technical documents and quality management system documents of CE mark products. The storage period of the documents shall be at least 5 years from the manufacturing date of the last batch of products according to MDR;
c) Collect all information (customer complaints and changes of EU laws and regulations) of CE marked products in EEA and Switzerland and send them back to the company in time;
d) The company shall be informed of any quality accident in EEA and Switzerland in a timely manner and assist the company in handling medical device accidents. It shall be responsible for reporting to the competent authorities in the EU countries the initial quality accident investigation report, market safety notice, <Field Safety Corrective Action>, final quality accident investigation report and manufacturer accident report, etc., and shall be transmitted to the country where the EU is located Feedback from the home Authority.
4.13.4 Responsibilities of the company
a) Ensure that effective technical and quality management system documentation is provided to EU authorized representatives.
b) The authorized representative of the EU shall be informed of the change of the product in time;
c) Arrangement of quality accidents
Accidents in EEA and Switzerland shall be investigated in time with the authorized representative of the EU, and the competent authorities shall be required to assist in the investigation if necessary, and complete the initial quality accident investigation report, market safety notice, <Field Safety Corrective Action>, final quality accident investigation report and manufacturer accident report together with the authorized representative of the EU, and the specified Report to the competent authority within the time limit;
Accidents outside EEA and Switzerland shall also be notified to the authorized representative of the EU in time and decide whether to report to the competent authority.
d)To ensure the smooth communication channels, the authorized representative of the EU shall be informed of the change of address and telephone number.
4.14 Trend Report
a) The management representative is responsible for the organization to conduct trend analysis of events with significant increase frequency or severity, and prepare <Trend report> and submit them to the competent authorities.
b) These events may have a significant impact on the risk benefit analysis described in the risk management activities, and when measuring the expected benefits, the events have resulted in or may result in unacceptable risks to the health or safety of patients, users or other people. The estimated frequency or severity of such accidents associated with the device or category or device group has increased significantly over a specific period specified in the technical documents and product information.
4.15 Periodic summary report
For similar serious events occurred in the same equipment or device type, and the root cause has been determined or <Field Safety Corrective Action> have been taken, or the accident is common and well recorded, after reaching agreement with the competent authority, the report can be reported by submitting summary report regularly.
5. Relevant documents
<Control procedure of advisory notice> 
6. Relevant records
6.1 <Serious accident report>
6.2 <Periodic summary report>
6.3 <Trend Report>
6.4 <Field Safety Corrective Action>
6.5 <Field Safety Notice> 
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