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{ (1) GVP Control]

(1) Develop and maintain local GVP process in accordance to Japan GVP Ordinance while ensuring the local procedures
are not in contradiction with Global PMS process.

(2) Review and update SOPs/WIs for local GVP processes periodically

(3) Conduct Self Inspection for GVP processes periodically


https://www.careercross.com/company/detail-184450

(4) Communicate with MAH Manager Domestic Quality Representative QMS Representative and other relevant
stakeholders on any updates related to GVP Control as and when necessary

[ (2) Post Market Safety Activities]

(1) Collect and review the following quality/safety information at regular interval and to determine whether there are any
necessary actions to be taken
All related product quality complaints reported from Japanese market
All related post market information received from Avanos Medical Inc.
Data on adverse events and malfunctions through published literatures
Data on Field Actions occur outside Japan by regular searching of the relevant foreign websites
Other safety and vigilance information if required

(2) Assess the reportability of PMS event and record its result

(3) Communicate with MAH Manager Domestic Quality Representative QMS Representative and other relevant
stakeholder on any updates related to PMS activities

(4) Communicate with Global PMS team if necessary

(5) Document all PMS actions taken

(6) Manage and monitor PMS activities following the instructions from the local government authorities including those
arise during new product registration

(7) Develop and maintain procedure to collect PMS information

(3) [Filing MDR (Medical Device Reporting) ]

(1) Submit report on adverse events and/or product malfunction events to relevant Japanese government authorities in
accordance to Japan GVP guideline

(2) Manage inquiry from the relevant Japanese government authorities
JZ3HR FO1R00

(3) Communicate with MAH Manager Domestic Quality Representative QMS Representative and other relevant
stakeholders including GPMS Team if necessary

(4) Risk Management

(1) Lead Risk Management process
Develop and maintain risk management process
Conduct Risk Management as and when required on product realization process field action IFU/DFU update
Determine and implement actions required to reduce identified risks
Communicate with MAH Manager Domestic Quality Representative QMS Representative and other relevant stakeholders
including GPMS Team on risk management matter as necessary

(5) [Local IFU Management]

(1) Lead IFU development for newly launched product
Develop draft version of local IFU and forward it to assigned reviewer/approver
Communicate with 3PL on its implementation

(2) Lead IFU review/update
Assess and review |IFU’s update based on the following inputs:

- DFU update

+ Regulatory information

- QA/MKTG request to address adverse event prevention and complaint reduction
Develop draft version of updated IFU and forward it to assigned reviewer/approver
Communicate with 3PL on its implementation
Disseminate updated information with the relevant stakeholders

(3) Develop and maintain information collection process
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