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	Job Title:
	Regulatory Affairs and Quality Assurance Associate (RAQAA) - Indonesia
	Document Code:
Revision:
	



	Business Unit:
	Indonesia
	Reports to:
	Head of Regulatory Affairs & Quality Assurance – Asia

	[bookmark: _Hlk54604566][bookmark: _Hlk54693337]Job Purpose

	· To perform regulatory functions and ensure ongoing regulatory compliance for  new and existing products within the Device Technologies product offering;
· To ensure compliance of the company’s CDAKB certification.
· To act as the technical responsible person.

	[bookmark: _Hlk54604753]Reporting/Working Relationships

	· This position reports to the Head of Regulatory Affairs Manager Quality Assurance, Asia.

	Key Responsibilities

	· Collaborate with RAQA Management and Business Management to ensure  effective and timely regulatory applications in Indonesia;
· Assess requirements for allocated product or product range to ensure complete   regulatory compliance in Indonesia;
· Liaise with both internal team and suppliers/manufacturers on regulatory issues     and to obtain required documentation for regulatory compliance and new applications;
· Prepare and lodge regulatory applications in Indonesia;
· Develop and maintain excellent working relationships with relevant regulatory   bodies including various government departments;
· Maintain all regulatory technical files, databases, spreadsheets and internal  registers for allocated product ranges;
· Ensure accuracy and currency of data held on all databases (SAP, the Hub, etc.)       for allocated product ranges;
· Collaborate with Business Management and Sales teams to provide relevant   regulatory information as required for tenders, quotations, customer requirements, product launches and principal meetings etc.;
· Investigate and resolve quarantined non-conforming product according to internal   quality procedures;
· Review and process internal new product requests according to internal quality  procedures;
· Review marketing materials according to internal quality procedures;
· Maintain the CDAKB certification.
· Assist with all mandatory reporting requirements for recalls, adverse incidents   and other issues, as directed;
· Display the core values and behavioral code of Device Technologies;
· Assist RAQA Management with other functions as required; 
· Provide RA department with back up when other team members are on leave, or as otherwise required.

	Quality and Safety Requirements and Responsibilities

	· Responsible for ensuring that the distribution operates properly and in compliance with Quality System requirements (CDAKB) to guarantee the security, quality and utility of the medical devices distributed by Device Technologies;
· Take reasonable care for your own health and safety and do not negatively affect the health and safety of others. Comply with any instructions and follow any policy, procedure or work instruction relating to health and safety at the workplace that has been notified to you;
· To ensure compliance with applicable legislation and given the exposure risk to the business, it is a requirement of this role that you must adhere to Device Technologies COVID-19 Vaccination Policy and associated vaccination clauses as outlined in your offer of employment.
· Conduct all activities and duties as part of this role in full accordance with company policies, procedures, and values.
· Understand and adhere with Principals’ applicable compliance, code of conduct policies and procedures;
· Understand and adhere with relevant local Codes of Conduct.

	Selection Criteria

	Essential
· Understanding of Device Technologies COVID-19 Vaccination Policy.
· Knowledge of, and experience in, the relevant local regulatory environment.
· Knowledge and experience with quality management system
· Excellent attention to detail;
· Good understanding of medical terminology;
· Excellent computer skills (Word, Excel);
· Excellent organisational skills;
· Excellent communication skills, both written and oral in English and local language;
· Ability to work well under pressure;
· Ability to work well independently and as part of a team.
· Meets the educational background requirements pursuant to MOHR No. 14/2021.
· Have obtained CDAKB training proven by the certification of CDAKB.
· Bachelor’s degree in relevant field (generally Science, Biomedical Engineering, etc.).

Desirable
· Experience using SharePoint, SAP and Adobe Professional.
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