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State of play

• MoU on the Centre signed on 3 May 
2017

• The Centre was launched on 4 May 
2017

• Bilateral meeting with CFDA on 4 May 
2017















Bilateral meeting CFDA-DKMA 4 May 2017

• Again a constructive meeting between CFDA and DKMA

 Affirmation of ambitions for the Centre

• Chinese priorities for joint work programme

 Medicines inspections

 Laboratory control of medicines

 Exhange of knowledge and personnel

 Biosimilars

• Agreement on phased-in approach to activities

• Appointment of liaison officers

• Open and direct communication



Next steps

• DKMA to visit CFDA 20-21 June

 1 day seminar om medicines evaluation

 1 day of discussion on joint working programme 

• Virtual meeting this week to prepare June visit 

• DKMA preparation – understanding of Chinese medicines legislation and relevant 
guidelines

 Novo Nordisk in Beijing has offered to assist with translated materials

• Agreement on governance

• Development of Joint Working Programme 2017 and onwards



Development of Joint Working Programme

• Chinese interest to have long-term joint working programme

• Activities for Q3 and Q4 2017 to be further developed:

 Seminar on management of inspectorate

 Short term exchange of inspectors – Chinese inspectors at DKMA 

 eCTD

• Activities for 2018 and onwards to be proposed

 Licensing, inspections

 Medical devices

 Biosimilars

 Control of radiopharmaceuticals

• Confidentiality to be clarified



Thank you for your attention


